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PARTICIPANT INFORMATION 

TITLE OF PROJECT: The cognitive effects of 6 weeks administration with a probiotic: a randomized, 

placebo controlled proof-of-concept study in healthy elderly humans 

 

Principal Investigator: Dr Philippa Jackson 

Lead Researchers:  Sarah Docherty/Amy Ferguson 

Email: bpnrc@northumbria.ac.uk 

Phone: 0191 243 7012 

This project is funded by: DuPont Nutrition and Health 

The study code is: 56BU1 Probiotics and Cognition (PT_ElderBright) 

Participant payment: £120 

You are being invited to take part in this research study.  Before you decide it is important 
for you to read this leaflet so you understand why the study is being carried out and what it 

will involve. 
 

Reading this leaflet, discussing it with others or asking questions you might have will help 
you decide whether or not you would like to take part. 

 
Please pay particular attention to the full list of inclusion and exclusion criteria, especially 

with regard to any medications you take. 

 

1. What is the purpose of the project? 

The gastrointestinal tract is host to a complex environment of microbial colonies—termed the gut 
microbiota.  Very recently, much attention has been given to the role of the microbiota in the 
interaction between the gut and the brain.  Emerging evidence from clinical trials suggests that 
changing the microbiome with either pro- or prebiotic interventions may lead to beneficial effects 
on cognitive function and mood.  The aim of this study is to assess the effects of Lactobacillus 
paracasei (a probiotic) in healthy elderly adults on cognitive function and mood. 

 

2. Why have I been selected to take part? 

You have indicated that you are interested in taking part in the study, are healthy and aged 65+ years 
(inclusive) in good health and are fluent in written and spoken English. 

 

mailto:bpnrc@northumbria.ac.uk
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3. What will I have to do? 

You will need to attend the laboratory on 3 separate occasions. Initially you will attend a 

training/screening visit which will be followed within 1-14 days by your first testing visit to the 

laboratory, located at the Brain Performance and Nutrition Research Centre at Northumbria 

University, Newcastle. Forty-two days later you will return for your 2nd testing visit to the same 

location. If more than 28 days elapses between training and the first active study, session then you 

will be invited to return for a ‘refresher’ training visit before commencing the study.  From this 

point on until the end of the study you will be required to maintain your habitual diet (including 

caffeine and alcohol) and physical activity patterns. 

Appointment 1: Screening/training: approx. 3 hours 

The first appointment is a screening and training visit, during which you will be asked to give your 
informed consent to participate. Once you have completed the consent form you will be asked to 
provide demographic (DOB, ethnicity, etc.) and health data (including measurement of blood 
pressure and height and weight) to confirm your eligibility. You will also be asked to complete a 
Caffeine Consumption Questionnaire and measures of mood. You will then be trained on a selection 
of computerized mental performance tasks. Please note that you do not need any prior experience 
of a computer to complete these tasks. Appointment 1 will last approximately 3 hours and will take 
place at an agreed time. There are no restrictions on food, drink or medication use prior to this 
appointment. 

Appointments 2 & 3: Testing: approx. 5.5 hours  

For both laboratory-based testing visits you will attend the laboratory at 8.45 am having consumed 
a breakfast of cereal and/or toast at home no later than 8:00 am. You must have refrained from 
alcohol for 24 hours and caffeine for 10 hours prior to these visits. After your continued eligibility is 
confirmed, you will first complete some mood measures followed by the computerized cognitive 
assessment. After a break, at approximately 11:00 am you will complete a 2nd cognitive assessment 
and another break will follow. You will then complete a 3rd cognitive assessment at approximately 
13:00 pm.  The testing day should end at ~14:10 pm. Following Appointment 2 you will be given the 
supplement to take later that day and for the next 42 days along with a paper diary as a record of 
supplementation. 

 

4. What are the exclusion criteria (i.e. are there any reasons why I should not take part)?  

You should not take part if you: 

 Have any pre-existing significant acute or chronic coexisting medical condition/illness that 
may impact upon the study. NOTE: the explicit exceptions to this are controlled (medicated) 
hypertension, arthritis, asthma, hay fever, high cholesterol and reflux-related conditions. 
There may be other, unforeseen, exceptions and these will be considered on a case-by-case 
basis; i.e. participants may be allowed to progress to screening if they have a 
condition/illness which would not interact with the active treatments or impede 
performance. Therefore, please discuss with the researcher on an individual basis any 
relevant conditions. 

 History of dementia, stroke and other neurological conditions 

 Traumatic loss of consciousness in the last 12 months 

 History of epilepsy or Parkinson’s disease 
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 Anxiety, depression or any psychiatric disorder that would interfere with the objectives of 
the study and requiring treatment in the last 2 years  

 Currently taking (from day of screening onwards) or have previously taken (last 4 weeks prior 
to screening) prescription medications that would interfere with the objectives of the study, 
pose a safety risk or confound the interpretation of the study results such as:  

o Psychoactive medication 

o Anxiolytics, sedatives and hypnotics  

o Anti-psychotics 

o Anti-depressants 

o NSAIDs. Occasional use is allowed but should be recorded and the research assistant 

or Principal Investigator should be notified of use. Participants are advised to use 

paracetamol, if necessary 

o Centrally acting corticosteroids 

o Opioid pain relievers 

o Anti-convulsants 

o High dose anti-coagulants 

o Protein pump inhibitors (PPIs) 

o Anti-histamines that cause drowsiness 

o Anti-cholinergic drugs or acetylcholinesterase inhibitors 

o OTC sleep medication (not categorized as sedatives, hypnotics or anti-depressants) 

o Immunosuppressants 

o Pseudoephedrine and phenylephrine 

o Concentrated sources of probiotics/prebiotics – i.e., dietary supplements (e.g., 

tablets, capsules, drops, powders), except those provided in the study 

o Yoghurt or yoghurt drinks  

o Melatonin 

o Omega-3 dietary supplements or fish oil  

o Vitamin E 

o Multivitamins 

o B vitamin complex 

o Ginkgo biloba 

o St. John’s Wort 

o Other cognitive enhancing dietary or herbal supplements over the study period 

NOTE: the explicit exceptions to this are hormone replacement treatments for female 

participants where symptoms are stable, those medications used in the treatment of 

arthritis, high blood pressure, high cholesterol and reflux-related conditions; and those 

taken ‘as needed’ in the treatment of asthma and hay fever. As above, there may be other 
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instances of medication use which, where no interaction with the active treatments is 

likely, participants may be able to progress to screening 

 Recent (within last 4 weeks prior to screening) or ongoing antibiotic therapy during the 
intervention period 

 Daily consumption of concentrated sources of probiotics and/or prebiotics within 2 weeks of 
screening and throughout the intervention period other than the provided study products 
(e.g., probiotic/prebiotic tablets, capsules, drops or powders) including yoghurt and yoghurt 
drinks 

 Have high blood pressure (systolic over 159 mm Hg or diastolic over 99 mm Hg) 

 Have a Body Mass Index (BMI) outside of the range 18.5-29.9 kg/m2  

 Have learning difficulties, dyslexia  

 Have a visual impairment that cannot be corrected with glasses or contact lenses (including 
colour-blindness)  

 Current smoker (use of nicotine replacement products, vaping, gum, patches etc.) 

 Have a history of alcohol or drug abuse 

 Current misuse of alcohol, drug or prescription medications 

 Excessive caffeine intake (>500 mg per day) 

 Excessive alcohol consumption (drinking on 5 or more days a week or consuming > 6 units 
of alcohol in a single session on 5 or more days a week) for 3 weeks prior to screening and 
during the intervention period 

 Contraindication to any substance in the investigational product 

 Are under legal or administrative supervision  

 Have food intolerances/sensitivities  

 Have any health condition that would prevent fulfilment of the study requirements 

 Are unable or unwilling to complete all of the study assessments 

 Are currently participating in other clinical or nutrition intervention studies, or have in the 
past 4 weeks 

 
If you are unsure about your eligibility then please contact the research team and we can discuss 
any issues or ambiguity. 

 

 

5. Will my participation involve any physical discomfort? 

You will be required to remain seated at a desk for the duration of the study assessments; 3 x 65 

minute assessments; potentially with breaks for approximately 60 minutes in between each 

assessment.  

Prolonged computer testing may cause some minor discomfort and you may feel tired at times. It is 
therefore important that the correct eyewear is brought along to the testing session and that you 
inform the researcher of any back/arm/wrist problems you may have. If at any point during the 
testing session you wish to discontinue, please inform the Investigator and your session can be re-
scheduled, if desired. 

You will have your blood pressure taken at Appointment 1 using a standard battery-operated monitor 
and cuff. You may find the pressure of the cuff tightening on your arm uncomfortable during this 
procedure.  
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The supplementation used in this study is in capsule form and you are required to take one daily with 
water at home.  There are no known side effects of the experimental product when taken as directed. 
In addition, prior to your participation in this test the Sponsor has determined that consumption of 
any such ingredient(s) is safe and appropriate under these test conditions. However, in the unlikely 
event of any perceived adverse response following participation in the test, you should contact a 
member of the research team immediately at 0191 243 7012 (office hours only) or the study Medical 
Officer Dr Glen Rae 0776 162 0430 (available 24/7) and reference the study title and study code 
(Study Code: 56BU1). Both the University and the Sponsor possess adequate third-party insurance 
covering this type of research and this includes provisions for any trial-related injury. 

In the event that you seek advice from a medical practitioner during the study, you should inform 
them that you are participating in the study. 

If any irregularities are discovered during the course of this study, you will be advised to consult your 
G.P.  

 

6. Will my participation involve any psychological discomfort or embarrassment? 

Completion of the mood measures may cause some discomfort or embarrassment. However, this is 
likely to be minimal. The mood assessments will be clearly explained to you before you begin 
answering and you may ask for help at any time, if needed.  

You may find some of the cognitive tasks difficult to complete which you may find embarrassing or 
stressful. You will be given thorough training on how to complete each task and opportunity to 
practice these tasks until you are able to perform well on each one. You are, however, free to 
withdraw from the study at any point if completing the tasks is too stressful for you.  

 

7. Will my participation result in any benefits to me? 

Participation in this study will have no direct benefit to you. However, the study results may reveal 
potentially beneficial properties of the investigational supplement with regard to enhanced mental 
performance or mood; knowledge which could benefit others in the future. 

 

8. Will I have to provide any bodily samples (i.e. blood, saliva)? 

No bodily samples will be collected for this study.  

You must also be willing to have your blood pressure and pulse rate taken. Should the tests reveal an 
abnormality (where recognised clinical guidelines regarding test results exist) the researcher will 
recommend to you that you seek further medical advice from your GP, bear in mind though that a 
single test may not always provide an accurate reflection of your health status. 

 

9. How will confidentiality be assured? 

You will be assigned a number that will be used for identification purposes throughout the study. 
Only the research team will have access to any identifiable information; paper records will be stored 
in a locked filing cabinet and electronic information will be stored on a password-protected 
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computer. The consent form you have signed will be stored separately from your other data. The 
data collected from you in this study will be confidential.  The only exception to this confidentiality 
is if the researcher feels that you or others may be harmed if information is not shared. 

 

10. Who will have access to the information that I provide? 

The Principal Investigator (Dr. Philippa Jackson), her research team and the Sponsors (DuPont 
Nutrition and Health) will have access to the information that you provide. However, any data that 
leaves the site will only be identifiable by an identification number and it will not be possible for 
anybody outside of the Brain, Performance and Nutrition Research Centre to identify you. 

 

11. How will my information be stored / used in the future? 

It is intended that the results of the study will eventually be published in a peer-reviewed journal. 
After the final report has been completed, all study related materials will be archived in accordance 
with the Good Clinical Practice (GCP) guidelines, for a minimum of 15 years. The data will be 
anonymized and you or the data you have provided will not be personally identifiable - at no time 
will you personally be identified as having taken part. All data will be stored in accordance with 
University guidelines and GDPR. 

 

12. What categories of personal data will be collected and processed in this study and what is the 
legal basis for this? 
 
As part of the study, you will be required to provide personal information such as health data, 
demographic information and contact details. The legal basis for processing the personal data 
required for the purposes of this study is that the research is being conducted in the public interest. 

 

13. What categories of personal data will be collected and processed in this study? 

As part of the study you will be required to provide personal information such as health data, 
demographic information and contact details. 

 

14. Has this investigation received appropriate ethical clearance? 

Yes, this study has received ethical approval from the Faculty of Health and Life Sciences Ethics 
committee. If you require confirmation of this please contact the Chair of this Committee, stating the 
title of the research project and the name of the principal investigator: 

 
Chair of Faculty of Health and Life Sciences Ethics Committee, 
Northumberland Building, 
Northumbria University, 
Newcastle upon Tyne, 
NE1 8ST 

 



Version .01 12.06.18 

15. What are my rights as a participant in this study? 

Your rights under GDPR include the following: a right of access to a copy of the information comprised 

in your personal data (to do so you should submit a Subject Access Request); a right in certain 

circumstances to have inaccurate personal data rectified; and a right to object to decisions being 

taken by automated means.  

If you are dissatisfied with the University’s processing of personal data, you have the right to 

complain to the Information Commissioner’s Office. For more information see the ICO website 

(https://ico.org.uk/) 

 

15. Will I receive any financial rewards / travel expenses for taking part? 

You will receive £120 to cover your out of pocket expenses and potential loss of earnings. You will be 
paid by BACS transfer into your bank account; therefore, you will not receive your payment until after 
you have completed the study. We apologise for any inconvenience this may cause. Payment may 
take up to four weeks to reach your account.  

 

16. How can I withdraw from the project? 

You are free to withdraw from the study at any time. If you choose to withdraw from the study, the 
Investigators will attempt to follow-up with you, check how you are feeling and request your reason 
for withdrawing, however you do not have to disclose this reason. The Investigator or Sponsor also 
has the right to terminate your participation in the study. Your right to withdraw at any time is not 
affected by the receipt or offer of any financial compensation or other inducements for participation. 
If you wish to withdraw, simply contact one of the researchers or the Principal Investigator. 

 

17. If I require further information who should I contact and how? 

If you need more information, would like to discuss your participation, or experience any problems 
as a consequence of taking part in the study you should contact Sarah Docherty or Amy Ferguson 
(bpnrc@northumbria.ac.uk) or, alternatively, a member of the research team on 0191 243 7012 
(Office hours). 

The data controller for this study is Northumbria University.  The Data protection officer at 
Northumbria University: Duncan James (dp.officer@northumbria.ac.uk). 

 

  

https://www.northumbria.ac.uk/about-us/leadership-governance/vice-chancellors-office/legal-services-team/northumbria-data-protection/subject-access-requests/
http://www.ico.org.uk/
mailto:bpnrc@northumbria.ac.uk
mailto:dp.officer@northumbria.ac.uk
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                    CONSENT FORM 

TITLE OF PROJECT:     The cognitive effects of 6 weeks administration 

with a probiotic: a randomized, placebo controlled proof-of-concept 

study in healthy elderly humans 

BPNRC study code is 56BU1 Probiotics and Cognition (PT_ElderBright) 

Principal Investigator:  Dr Philippa Jackson 

                      please initial  

 where applicable 

I have carefully read and understood the Participant Information Sheet.  

 

I have had an opportunity to ask questions and discuss this study and I have received 

satisfactory answers. 
 

 

I understand I am free to withdraw from the study at any time, without having to give a 

reason for withdrawing, and without prejudice. 
 

 

I agree to take part in this study.  

 

I also consent to the retention of this data under the condition that any subsequent use 

also be restricted to research projects that have gained ethical approval from Northumbria 

University.   

 

 

 

 

Signature of participant.......................................................    Date.....……………….. 

(NAME IN BLOCK LETTERS)....................................................………………………. 

 

 

 

Signature of researcher.......................................................    Date.....……………….. 

(NAME IN BLOCK LETTERS)....................................................………………………. 

 

 


