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Participant Information Sheet

Study title: Investigation into the effect of a micronutrient formula compared with placebo on stress of undergraduate University of Canterbury (UC) students (STAR trial).
Primary investigators:  Prof Julia Rucklidge, Clinical Psychologist

School of Psychology, Speech and Hearing | Te Kura Mahi Ā - Hirikapo University of Canterbury | Te Whare Wānanga o Waitaha

Private Bag 4800, Christchurch, New Zealand

Phone: 3694398

Email: julia.rucklidge@canterbury.ac.nz

Nurina Maria Katta, Masters of Science in Psychology student

School of Psychology, Speech and Hearing | Te Kura Mahi Ā - Hirikapo University of Canterbury | Te Whare Wānanga o Waitaha

Private Bag 4800, Christchurch, New Zealand
Phone: 022 010 5522
Email: nurina.katta@pg.canterbury.ac.nz
Co-investigators/supervisors: Prof Neville Blampied (University of Canterbury), Prof Roger Mulder (University of Otago)

Locality: University of Canterbury

Ethics committee ref.: 20/NTB/70
You are invited to take part in a study on the effects of micronutrients on stress.  Whether or not you take part is your choice.  If you don’t want to take part, you don’t have to give a reason, and it won’t affect the care you receive.  If you do want to take part now, but change your mind later, you can pull out of the study at any time.  

This Participant Information Sheet will help you decide if you’d like to take part.  It sets out why we are doing the study, what your participation would involve, what the benefits and risks to you might be, and what would happen after the study ends.  We will go through this information with you and answer any questions you may have.    You do not have to decide today whether or not you will participate in this study. Before you decide you may want to talk about the study with other people, such as family, whānau, friends, or healthcare providers.  Feel free to do this.

If you agree to take part in this study, you will be asked to sign the Consent Form on the last page of this document.  You will be given a copy of both the Participant Information Sheet and the Consent Form to keep.

This document is 10 pages long, including the Consent Form.  Please make sure you have read and understood all the pages.
What is the purpose of the study?
This study is investigating the effect of a broad spectrum multinutrient nutritional formula compared to placebo on stress levels of undergraduate UC students to see whether nutritional supplements containing micronutrients can impact on stress levels. 

It has been established in previous research that micronutrients (vitamins and minerals) can reduce stress and anxiety following exposure to stress as well as to traumatic events (earthquake, flood). A recent development in this field has been the introduction of a commercial product (Lightning Stiks) that provides the nutrients in a dissolvable form at much lower doses. This direct-to-mouth form of delivery has not been tested in research. This study will investigate whether ‘Lightning Stiks' (Stiks), a product containing a combination of vitamins and minerals, can reduce stress in undergraduate UC students more than a placebo.

Anecdotal reports suggest that effects of the Stiks are similar to the capsule version, with many reporting feeling calmer, happier, more focused and less stressed; however, we do not have any clinical data to confirm these observations. This study will be the first independent study to investigate the feasibility and efficacy of Stiks as an intervention for stress and wellbeing. Given the increasing interest in complementary and alternative medicine (CAM) among the scientific community and the public, it is essential that CAM interventions undergo rigorous scientific scrutiny so that clinicians and patients can make informed decisions. 

The study use a randomized double-blind, placebo controlled design. The gold standard double-blind randomized placebo controlled trial is the most scientifically reliable design to provide robust evidence on the efficacy and safety of an intervention. This design will allow us to determine whether outcomes and side effects of the micronutrient intervention are more than just a placebo effect. It will also allow us to observe any physiological differences between those who take the micronutrients and those who take the placebo, which will increase our understanding of how micronutrients exert their effect. 
This study meets the equipoise standard, which means that both the micronutrient intervention and the placebo carry approximately the same risks and benefits. Both groups are required to undergo testing, take the same number of Stiks, and the same number of contacts with the researchers. Neither participant nor researcher will know into which group a participant is randomized to, so individual preferences will not be a factor. All participants will be invited to enter an open phase of the trial where they will take the micronutrient intervention for 4 weeks and will be aware that they are in this phase.
The product we are testing is provided free of charge by the manufacturer (True Hope) and they do not provide any financial support and are not involved in the study in any other way. There are no restrictions on any publications from this research. The costs of this study are being funded by the University of Canterbury and the University of Canterbury Foundation. 
Please feel free to contact the study coordinator Nurina at 022 010 5522 or via email (nurina.katta@pg.canterbury.ac.nz) in case you have any questions or concerns about this research. 
This study has been reviewed and given ethical approval by the Northern B Health and and Disability Ethics Committee and the Human Ethics Committee at the University of Canterbury. This means that the committee may check at any time that the study is adhering to ethical procedures. We have also consulted with Te Komiti Whakarite and the Māori Research Advisory Group at the University of Canterbury. Part of this research study will contribute towards an MSc qualification undertaken by Nurina Katta.
What will my participation in the study involve?
We will be recruiting university students (all 16 years or older) who are experiencing mild to moderate stress and who are not currently taking any medications for psychological difficulties and distress, such as antidepressants (e.g. SSRIs) or anti-anxiety medication (e.g. benzodiazepines). 
First, you will complete an on-line screening survey that will assess your eligibility to participate. If you are eligible, you will be contacted by the study coordinator Nurina Katta, who will set up a time to meet with you and discuss the study. At this meeting you will have the opportunity to ask any questions about the research. Then, if you decide to participate in the study, you will complete the consent form and pre-intervention questionnaires will be administered through an on-line web survey (Qualtrics). Prior to the meeting, you will be advised to bring your own device (laptop, phone) to be able to access the web survey for the completion of the questionnaires. If you don’t have a device available, don’t worry – a laptop will be provided to you.

It is important to note that we are prepared for disruption caused by Coronavirus (COVID-19). In the likely event that we are not able to meet you, meetings will be held online (Skype/Zoom) and we will conduct consent via phone or Skype/Zoom.

Note that if you are taking any medication for a psychological condition, (such as depression or anxiety), please let us know. We do not want you to stop taking medication in order to be in this trial, so please discuss any decision to stop taking medication with your GP first.

In total we will seek to have approximately 120 first year University of Canterbury undergraduate students participating over two semesters in 2020; 60 participants will take part in study phase 1 (semester 1), and 60 will participate in study phase 2 (semester 2). In each phase, 30 of the 60 participants will receive the active intervention (micronutrients), and 30 participants the matching placebo.

Once the web survey is completed, you will be randomly assigned to either the micronutrient or placebo group and you will receive 28 Lightning Stiks or 28 matching placebo Stiks that you will need to take once a day for 4 weeks (the ingredients of the Stiks and placebo can be found at the end of this information sheet). The active and placebo Stiks will look and taste the same so that you will not know which group you are in. If we are unable to meet you in person, we will mail or deliver the Stiks to you. You will be told what day to start your Stiks.
After the initial 4 week intervention period, we will arrange for you to collect a further 28 active Stiks needed for the open label trial, either at the Mental Health & Nutrition Lab Te Puna Toiora (Psychology-Sociology 461) or via mail or delivery. During this phase, everybody will take the active intervention. 
During the baseline assessment, the 4-week intervention period, as well as during the 4-week open label trial, you will be asked to complete a web survey every two weeks that includes measurements of stress, anxiety, mood, wellbeing, side effects, emotion regulation, substance use, and sleep. These are standard questionnaires carefully developed to measure these kinds of experience and you should not find them difficult or emotionally problematic to complete, but if you do experience any problem(s) while completing them, please immediately contact Nurina for advice and assistance. You can either text or call her at 022 010 5522 or send an email to nurina.katta@pg.canterbury.ac.nz.
As we are also interested in the effect of nutrients on academic grades and the relationship between stress and academic grades, we will ask for your specific permission to access your grades. 
If you would like reassurance that your cultural needs are being effectively met and to ensure you feel comfortable attending relevant meetings, you are welcome to bring a support person along with you. If you have any concerns or queries regarding participation in the study, the research team is happy to help. Within the lab we also have a clinical psychologist and cultural advisor, Leona Manna, available, who is happy to meet with you if you need support.

Participation in the study requires one meeting (at the university or via Skype/zoom/phone) and approximately 15 to 20 minutes every two weeks to fill out the questionnaires. The anticipated end of the study is November 2020, and follow-up data will be collected in October 2020 for phase 1, and in February 2021 for phase 2.
If you decide not to take part in the study, you are free to seek treatment for stress from your health provider.

What are the possible benefits and risks of this study?
Previous research has shown beneficial effects of micronutrients on stress, mood and anxiety in children as well as adults. However, there is no guarantee that your stress levels (or anything else) will improve as a result of taking part in this study; there may or may be not be positive effects.

There are risks when taking any experimental treatment. Anecdotal reports are that some individuals suffered from temporary headaches in the first few days taking Stiks. However, this could potentially be avoided by taking only half a Stik to start with, and increasing the doses over time, which is the reason why you are advised to start with only ½ a pouch in this study. Furthermore, this side effect typically lasts only a few days and can be addressed by staying hydrated (drink lots of water).

Other reported side effects following the taking of micronutrients are stomachaches and nausea; however, any side effects are usually mild and temporary. Also, by dissolving the nutrients in the mouth rather than swallowing them as a capsule, we expect that this should reduce the likelihood of any gastrointestinal symptoms. We will regularly ask you about any side effects you experience, but please let us know if you do experience anything that you are concerned about.

Your safety is of utmost importance. Safety of the intervention will be assessed every two weeks during the study period via a survey examining side effects and adverse events. When an adverse event is reported, it will be discussed with the study physician (Dr Roger Mulder) who will determine the appropriate course of action. In the case of worsening psychiatric symptoms or suicidal ideation with plan and intent, immediate contact will be made with appropriate mental health services. Discontinuation of the intervention or an alternative intervention may be recommended to assist with the resolution of an adverse event should one occur. Participants may be referred to their GP or emergency service until the condition associated with an adverse event has resolved or until it is stable. All adverse events will be documented. To date, no serious adverse events have occurred in our previous studies involving hundreds of participants.

The following links contain more information about depression and anxiety. They also include information about various treatment options available for you, your family or whanau:

http://www.health.govt.nz/your-health/conditions-and-treatments/mental-health

https://www.mentalhealth.org.nz/

https://depression.org.nz/

http://www.healthinfo.org.nz/

If you are worried about your own safety, mental health crisis support can be found at the following places. Please note, Crisis Resolution Services are available only in Canterbury:

Lifeline (Available 24/7) 0800 543 354

Depression Helpline (Available 24/7) 0800 111 757 0800 543 354

Healthline (Available 24/7) 0800 611 116

Samaritans (Available 24/7) 0800 726 666

Suicide Crisis Helpline (Available 24/7) 0800 543 354 (0508 TAUTOKO)

Crisis Resolution Services (Available 24/7) (Canterbury) 0800 920 092

Who pays for the study?
The costs of this study are being funded by the University of Canterbury and the University of Canterbury Foundation. This funding will cover the costs of the $20 petrol vouchers that participants will receive upon completion of the study.

What if something goes wrong?

In the unlikely event of a physical injury as a result of your participation in this study, you would be eligible to apply for compensation from ACC just as you would be if you were injured in an accident at work or at home. This does not mean that your claim will automatically be accepted. You will have to lodge a claim with ACC, which may take some time to assess. If your claim is accepted, you will receive funding to assist in your recovery.

If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover.
What are my rights?
Participation is voluntary and you have the right to withdraw from the research at any stage without penalty or experiencing a disadvantage in any way. You are free to decide whether you would like to participate in this study, or if you would like to stop participating at any point through the study. Similarly, the study’s investigators might choose to end your participation in the study at any time for any reason. If new information becomes available to us that might affect your willingness to participate in the study, you will be informed as soon as possible.

You may ask for your raw data to be returned to you or destroyed at any point. If you withdraw, we will remove information relating to you up to the point where we begin to analyse the data from everybody in the trial. 

All information about you that is collected in this study will be held in the strictest confidence and in accordance with the university regulations. No identifying information about you will be disclosed in any publication, and numeric ID codes will be assigned to each participant. The consent forms will be stored in paper form and kept in a secure file cabinet and only the primary researchers will have access to this information. A database will be created online using Qualtrics that will contain the study data, and only numeric IDs will be used to analyze it. The only circumstances in which we might compromise confidentiality and anonymity would be in the rare case that senior members of the research team (who are Registered Psychologists) become concerned about your safety or the safety of others, when we might seek support services and treatment for you.  
Members of all cultures will be encouraged to participate in the study. Respect for Māori customs and traditions are of the highest priority. Within the lab, we have a cultural advisor and clinical psychologist Leona Manna available who is happy to meet with anyone to provide support.  The researchers are available to discuss the research with the whanau to assist in developing their understanding of how distress can impact the te taha hinengaro (mental wellbeing), whanaungatanga (family relationships), taha wairua (spiritual wellbeing) and taha tinana (physical wellbeing).

What happens after the study or if I change my mind?
The Stiks are available commercially; therefore, if you want to keep taking the Stiks, feel free to do so.. We can provide you with the information on how to purchase the micronutrients after the research has ended. 

The results of the project may be published in a number of formats, including in a Master’s thesis, in scientific publications, conference presentations, newsmedia and social media, etc., but you may be assured that your identity will be protected at all times and no information that might identify you will be published. The data gathered in this investigation is confidential to the research team and data will be recorded in anonymous format to protect your identity. The data will be kept securely (password protected) and destroyed after 10 years. Data from this study might be combined with that from future related studies but only with your permission, and if ethical approval has been given by an ethics committee. 

You can withdraw from the study at any time without experiencing any consequences or disadvantages. 

On publication of the study, we will share all results with the participants. There may be a significant time lag between participation and publication.
Who do I contact for more information or if I have concerns?

If you have any questions, concerns or complaints about the study at any stage, you can contact: 


Nurina Maria Katta, Masters of Science in Psychology student

Telephone number: 022 010 5522

Email: nurina.katta@pg.canterbury.ac.nz
If you want to talk to someone who isn’t involved with the study, you can contact an independent health and disability advocate on:


Phone: 
0800 555 050
Fax: 

0800 2 SUPPORT (0800 2787 7678)
Email: 

advocacy@advocacy.org.nz
Website: 
https://www.advocacy.org.nz/
For Māori health support please contact :

He Waka Tapu

Telephone number: 0800 HEWAKA and 03 373 8150

Email: reception@hewakatapu.org.nz
You can also contact the health and disability ethics committee (HDEC) that approved this study on:


Phone:

0800 4 ETHICS


Email:

hdecs@moh.govt.nz
Thank you for taking the time to read this information sheet.

Should you decide to participate in this research, you will be asked to read the consent form below and indicate your consent. 
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Consent Form
Study title: Investigation into the effect of a micronutrient formula compared with placebo on stress of undergraduate University of Canterbury (UC) students (STAR trial).

Investigators:  Nurina Maria Katta, Prof Julia Rucklidge, Prof Neville Blampied, Prof Roger Mulder 

Please tick to indicate you consent to the following:
	I have read, or have had read to me in my first language, and I understand the Participant Information Sheet.  
	
	

	I have been given sufficient time to consider whether or not to participate in this study.
	
	

	I have had the opportunity to use a legal representative, whanau/ family support or a friend to help me ask questions and understand the study.
	
	

	I am satisfied with the answers I have been given regarding the study and I have a copy of this consent form and information sheet.
	
	

	I understand that taking part in this study is voluntary (my choice) and that I may withdraw from the study at any time without this affecting my medical care.
	
	

	I consent to the research staff collecting and processing my information, including information about my health.
	
	

	If I decide to withdraw from the study, I agree that the information collected about me up to the point when I withdraw may continue to be processed.
	Yes (
	No (

	I consent to my GP or current provider being informed about my participation in the study and of any significant abnormal results obtained during the study.
	Yes (
	No (

	I consent to being contacted approximately 4 weeks following the initial assessment for a final review, regardless of whether I decided to discontinue with the intervention at any point during the trial. At the time of the final review, I can decide whether I wish to participate or not in this review.

	Yes (
	No (

	I consent to be contacted 3 months after completion of the study regardless of whether I chose to continue to participate in the intervention and at that point I can choose whether to complete questionnaires
.
	Yes (
	No (

	I consent to my name being placed in a separate database so that I can be contacted in the future should there be other studies for me to participate in with the understanding that I can choose whether to participate in such studies or not
	Yes (
	No (

	I consent to the use of my data for future related studies, which have been given ethical approval from a Health and Disability Ethics Committee
	Yes (
	No (

	I consent to my academic grades at University of Canterbury being accessed by the study investigators.
	Yes (
	No (

	I agree to an approved auditor appointed by the New Zealand Health and Disability Ethic Committees, or any relevant regulatory authority or their approved representative reviewing my relevant medical records for the sole purpose of checking the accuracy of the information recorded for the study.
	
	

	I understand that my participation in this study is confidential and that no material, which could identify me personally, will be used in any reports on this study.
	
	

	I understand the compensation provisions in case of injury during the study.
	
	

	I know who to contact if I have any questions about the study in general.
	
	

	I understand my responsibilities as a study participant.
	
	

	I wish to receive a summary of the results from the study.
	Yes (
	No (


Participants should be advised that a significant delay may occur between data collection

and publication of the results.  

Declaration by participant:

I hereby consent to take part in this study.

	Participant’s name:

	Signature:
	Date:


Declaration by member of research team:

I have given a verbal explanation of the research project to the participant, and have answered the participant’s questions about it.  

I believe that the participant understands the study and has given informed consent to participate.

	Researcher’s name:

	Signature:
	Date:


A signed copy of this consent form has been given to you to keep for your records and reference.
Ingredients of The Lightning Stiks and the placebo are below.
Lightning Stiks active intervention ingredient list

[image: image1.png]Supplement Facts
Servings per Container: 30
Serving Size: 1 Stlk (2.6 9

Amount per Serving

Vitamin A (refinyl paimitate)

_Vitamin C (ascorbic acid)

_Vitamin D (cholecalciferol)

Vitamin E (d-alpha tocopheryl succinate)

"Vifamin B12 (cyanocobalami]
Boin
Parfolenic Ad (-caloum peniohenate]

‘Galoum (@s crefate)

on (@5 chelate)

PhoSDDONUS (a5 GOERE]

Todine (ffom Aflanfic Kelp]

‘Magresium (@s chelate)

Zinc (as chelate) 080mg

‘Selerium (as cOeRtE] 340 meg

‘Copper (as chelate) 012mg

Manganese (as chelate) 016mg

‘Chiomium (as chelate) 001ma

‘Wolyodenum (as chelate] 240 mog

Pofassium (as chelate) 200mg

‘Proprietary Biend 27.12mg

{Cholng Sttt DLPreryiianine Vanagium Crelate,
frus Bioflavonoids, inositol, L-Glutamine, L-Methionine,

Boron Chelate, Grape Seed Exiract, Ginkgo Biloca Leaf,

Germanium Sesquioxide, Nickel Chelate]

‘Other Ingredients: Erytnritol, Natural Flavors, Malic Acid




Placebo ingredient list: Erythritol, Natural Flavors, Malic Acid
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