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PARTICIPANT INFORMATION SHEET

	Study Number:
	821

	Title of Study:
	VertiGreens

	Principal Investigators:
	Professor Alex Johnstone



You are invited to take part in a research study. Before you decide whether to volunteer, it is important for you to understand why the research is being done and what it will involve. Please take time to read the following information carefully. Talk to others about the study if you wish.
	What is the purpose of this study?

	To assess the impact of providing iron-biofortified (higher iron content) microgreens grown in a vertical farm on iron intake and status in women. This will be done by participants drinking smoothies containing these microgreens every day over a four-week period. This will help us understand how available the iron from the microgreens is for the human body to absorb.


Please do not hesitate to contact us (see below) if there is anything that is not clear or if you would like more information.


	Why have I been chosen?

	You have been chosen because you fulfil our eligibility criteria:  
· You have expressed an interest in taking part after seeing the study advertised either on the Rowett Institute website, on social media, in local press, by letter, newsletter or on a public poster
· You are aged over 18 years old
· You are a healthy female who is of reproductive age (18-49) or is postmenopausal (no period for an entire year).

The exclusion criteria for this study are as follows
Medication exclusion criteria:
· Supplementing iron or vitamin B12
· Smoking or vaping
· Taking anticoagulant medication (blood thinners) except for Aspirin 75mg
Medical exclusion criteria:
•	Anyone who is planning to be pregnant, is pregnant or breastfeeding
•	Anyone with iron or vitamin B12 deficiency anaemia 
•	Anyone with history of anaemia in the past 3 months that required treatment
· Anyone who has Hb <120 g/L (12 g/dL) at screening
•	Anyone with food allergies to banana, mango, pineapple, coconut
•	Anyone with coeliac disease 
•	Anyone suffering from a psychiatric disorder or any type of substance abuse
•	Anyone with Type 1 diabetes and Type 2 diabetes
•	Anyone suffering from unregulated thyroid disease
•	Anyone with gastrointestinal conditions or bariatric surgery
•	Anyone with haematological (blood disorder) conditions including Thrombocytopaenia and Sickle cell anaemia

Other exclusion criteria:
· Anyone with unsuitable veins for blood sampling
· Anyone who donated blood in the last 16 weeks
· Anyone who is unable to fluently speak, read and understand English





	Do I have to take part?

	No. It is up to you to decide whether to take part.  
If you do decide to take part, you will be given this information sheet to keep and be asked to sign a 
consent form. 
If you decide to take part, you are still free to withdraw at any time and without giving a reason.  
A decision to withdraw at any time, or a decision not to take part, will not affect the standard of care you receive.




	What does the study involve?

	You will be invited initially to come to the Rowett Human Intervention Studies Unit (HISU) for a medical screening visit where your eligibility for the study will be confirmed and consent paperwork for participation will be completed.

Before starting the study, you will be asked to complete questionnaires about eating behaviour and record a 7-day food diary to assess your habitual intake.

When you start the 4-week study period we will provide smoothie kits for that period of time to be stored in the freezer. These can either be all taken at once or picked up each week.
You will be asked to attend the HISU on two occasions for Test Days (each of which lasts approximately 1 hour).



	What is the study food?

	You will be provided with a smoothie kit for every day of the 4 weeks and a blender
1. The kit will contain the frozen microgreens and fruit. 
2. These kits will be prepared by our HISU kitchen staff.  
3. We ask you to make this smoothie every day and consume all of it. If you do not manage, we ask you to record it in the provided food diary.

[image: ]




	What measurements will be conducted if I take part?

	Screening Visit (~ 90mins):
· Meeting with study team about what the study involves and completion of consent paperwork
· [image: http://www.abdn.ac.uk/rowett/gallery/images/album2/Nurse_David1.jpg]Medical Screening: you will be asked to complete a health status questionnaire 
· Blood sample – A sample (3 ml) will be collected using venepuncture (withdrawing blood from a vein using a needle, see picture). The sample will be analysed for Haemoglobin to rule out anaemia (iron deficiency).


· Before the study starts you will be asked to complete a 7-day weighed intake diary and questionnaires about eating to analyse your habitual food consumption. These documents will be provided with instructions on how to complete them.


Test Days (~1hr):
[bookmark: _Hlk99454197]We will take measurements on Study days 1 & 28
· [image: http://www.abdn.ac.uk/rowett/gallery/images/album2/Nurse_David1.jpg]Body Weight and Height
· Blood sample – A sample will be collected using venepuncture (withdrawing blood from a vein using a needle, see picture) (15 ml at each visit which is equivalent to 1 tablespoon). The sample will be analysed for Haemoglobin, Serum iron status, Ferritin, CRP, Serum Vitamin B12 
· Breakfast will be provided on each test visit, to be consumed in the HISU
· Physical activity questionnaire

Phone call halfway (after 2 weeks)
A phone call will be arranged to check in and any concerns or uncertainties can be raised.
A diagram of the schedule for the study can be found at the end of this information sheet.



	What will happen to the samples I give?

	All the samples will be coded to maintain confidentiality. We will send the samples to a lab in Cambridge for analysis. After this, the samples will be destroyed.



	Expenses and payments

	We are able to offer financial reimbursement for travel expenses related to participation in this study.  If you withdraw from the study for any reason, then we are able to offer financial reimbursement for travel expenses up until withdrawal date.



	What are the possible benefits of taking part in the study?

	We would hope that by consuming these smoothies it will have a positive effect on your iron status. On completion of the study, you will receive a report detailing the results from your measurements: food records, height, weight, BMI, and blood results, which you may find interesting and useful.



	What are the possible disadvantages or risks of taking part in the study?

	Blood sampling may result in minor bruising or irritation at the venepuncture or sensor sites.
If we find a blood, or other result, that is out with normal ranges we will inform you and your GP.




	What if there is a problem?

	At any time during the study, if you have a complaint or a concern that you have been unable to resolve with the Principal Investigator you may contact Dr Frank Thies (Chair of the Human Studies Management Committee). You can be assured that he will be a sympathetic listener and that your concerns will be treated seriously. He can be contacted by email: f.thies@abdn.ac.uk.  The University carries indemnity insurance for any harm or adverse event and Dr Thies can be contacted for more information about this.




	Who has reviewed this study?

	This study has been reviewed and approved by the Human Studies Management Committee of the Rowett Institute and the Rowett Institute Ethics Panel.



	Who is organising and funding the research?

	The study is organised and sponsored by the University of Aberdeen and funded by the Scottish Government.



	Will my taking part be kept confidential?

	All data collected from you will be coded to ensure your anonymity and you will not be identifiable in any publication of results from this study. Only your screening paperwork will have record of your name and will be stored separately to the rest of the documents containing your data. All of the data will be held in locked cabinets, in locked offices and/or on password protected computers/memory sticks. All paper-based data will be stored for a maximum of 10 years, after which they will be destroyed, whilst electronic data will be kept indefinitely.

The University of Aberdeen is the sponsor for this study based in the United Kingdom. We will be using information from you in order to undertake this study and will act as the data controller for this study. This means that we are responsible for looking after your information and using it properly. The University of Aberdeen will keep identifiable information about you for 10 years after the study has finished.
Your rights to access, change or move your information are limited, as we need to manage your information in specific ways in order for the research to be reliable and accurate. If you withdraw from the study, we will keep the information about you that we have already obtained. To safeguard your rights, we will use the minimum personally-identifiable information possible.
You can find out more about how we use your information http://www.abdn.ac.uk/privacy




	How will we use information about you?

	We will need to use information from you for this research project.                                                                            This information will include your name, initials and contact details.  People will use this information to do the research or to check your records to make sure that the research is being done properly.           People who do not need to know who you are will not be able to see your name or contact details. Your data will have a code number instead.           





CONTACTS FOR STUDY
	
Name: Prof Alex Johnstone 
Tel: 01224 438614
Email: alex.johnstone@abdn.ac.uk
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Name: Annika Bucky                                        
Email: a.bucky.22@abdn.ac.uk
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The Rowett Institute
University of Aberdeen
Foresterhill 
AB25 2ZD


Thank you for having taken the time to read this information sheet and for your interest in the study. 

If you do decide to take part in the study, you will be given a copy of this information sheet and a consent form to sign and keep.
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Study design
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