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CREST (Central Retinal Enrichment Supplementation Trials) Normal 

Patient Information Leaflet 

 

Aim 
The aim of CREST Normal is to investigate whether supplementation with the macular carotenoids can enhance 

visual performance in people who have no eye disease. 

 

Background Information 

There is a yellow pigment at the retina at the back of the eye called macular pigment which is believed to be 

important for preserving vision and improving visual performance and comfort. Macular pigment is of dietary 

origin, i.e. we are not born with macular pigment but we accumulate it from eating certain fruits and vegetables. 

The supplements used in the CREST Normal study are also a major source of macular pigment. 

 

Study Design 

CREST Normal is a double-blind, randomised, placebo-controlled trial. This means that neither the volunteers 

enrolled nor the study investigators will know which patients are consuming the dietary supplement containing the 

macular pigments, and which patients are consuming the placebo containing no macular pigments. This study aims 

to recruit 120 volunteers. Each volunteer will attend the Waterford Institute of Technology, West Campus, 

Carriganore, Waterford on four occasions over a 12 month period (at month one, month three, month six and month 

12). Each study visit will last around two hours. The volunteers will be asked to take either a supplement 

(containing the macular pigments: 10mg lutein, 10mg meso-zeaxanthin and 2mg zeaxanthin in sunflower oil) or a 

placebo (a capsule containing sunflower oil but no active ingredients) once a day for 12 months. The supplements 

will be provided free of charge by the study investigators.  

 

Study Visits 

Informed consent 

The study investigator will explain all aspects of the study to you, in addition to this information leaflet. If you 

would like to volunteer, you will be asked to sign an informed consent document which states that you are happy 

to participate in the study and that all aspects of the study have been explained to you by the study investigator. 

 

Blood sample 

A blood sample will be taken by a trained professional and analysed to measure macular pigment levels in your 

blood. The blood is the means by which the dietary nutrients are transported around the body. 

 

Demographic and lifestyle questionnaire 

You will be asked to complete a brief questionnaire to gather information on your demographics and lifestyle. This 

questionnaire will collect your contact and lifestyle details, and medical history, for analysis. 

 

Vision tests 

Various aspects of your vision will be tested using the following tests: visual acuity, contrast sensitivity, 

photostress recovery, light scatter and macular pigment levels. It is important to note that all the vision tests are 

non-invasive. These tests will measure the overall visual quality of your retina. All tests will be performed using 

specialised optical devices, and the results will allow the investigators to assess the functional status of the macula 

and identify changes over time. Feedback will be given regarding your vision status and macular pigment levels. 
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Study Participation 

This study is entirely voluntary. You will not be paid for your participation in this study. If you decide to take part 

you are free to withdraw at any time and without giving a reason, and you can request that data already collected 

from you is not used by the investigators. This will not affect the standard of care you receive. A person who does 

not wish to participate will not be discriminated against in any way. Participation in this study is not intended to 

replace standard medical care, and is therefore for research purposes only. 

 

Risks and/or Discomforts 

We foresee no risks to subjects participating in this research. 

 

Benefits  

It is anticipated that society may benefit from the results of this study. At the end of the study, the investigators will 

provide you with information on the measurements performed on you during your study visits. Where possible and 

appropriate, the investigators will comment on how these measurements (e.g. cholesterol level, blood pressure) 

compare to the normal levels. You will gain knowledge of your macular pigment level; research has suggested that 

a person’s macular pigment level is a good indicator of overall eye health. You will also gain knowledge of your 

visual function, which is a measure of the sensitivity of your retina (back of your eye). General information on 

general health and eye health will be provided at the study centre for your interest. 

 

Data Confidentially  

All the data collected in this study will be treated as strictly confidential and will be obtained and processed in 

keeping with the Data Protection Act 1988 and the amended Data Protection Act of 2003. All data will be analysed 

collectively as a group and coded by data link to ensure volunteers’ confidentiality. 

 

Insurance 

The study and its investigators are covered by an insurance, which protects you in case of problems directly caused 

by this study. 

 

Organisers and Sponsors 

Researchers at Waterford Institute of Technology, under the direction of Professor John Nolan, Principal 

Investigator, will be conducting and managing this study. This study is funded by the European Research Council 

(Reference: 281096) 

 

Ethical Approval 

Ethical approval for this study has been obtained from the local Research Ethics Committee, Waterford Institute of 

Technology. Reference: 12/CLS/02 

 

Questions   

The CREST Research Assistant, Sarah O’Regan, will answer any questions you may have concerning the study. 

Please phone 051 845505 or email soregan@wit.ie 

 

We hope that this information has answered most of your questions.  Should you have further questions or do not 

fully understand the information given, please feel free to ask us. The investigators who are carrying out this 

research would like to thank you for taking the time to read this information. 


