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Participant Information Leaflet 

	Study title: Dietary influences on male fertility and reproductive health 



Principal investigator’s name:
Dr Ciara Nolan
Principal investigator’s title:
Clinical and Research Fellow, 


Merrion Fertility Clinic

Telephone number of principal investigator: 
01-5567900
Co- investigator:                                                               
Dr Louise Glover, PhD

Co- investigator title:                                                      
Head of Research, Merrion Fertility Clinic
Consultant co-investigator’s name:
Dr David Crosby, MD

Consultant co-investigator’s title:
Consultant Obstetrician & Gynaecologist

                                                                                              
National Maternity Hospital

                                                                                              
Clinical Director of Merrion Fertility Clinic

Data Controller’s/joint Controller’s Identity:
Dr Ciara Nolan / Dr Louise Glover

Data Controller’s/joint Controller’s Contact:  
 
research@merrionfertility.ie

You are being invited to take part in a research study to be carried out at the Merrion Fertility Clinic by Dr Ciara Nolan (clinical research fellow).
Before you decide whether or not you wish to take part, you should read the information provided below, and can contact the lead investigator if you have any questions.
You should clearly understand the risks and benefits of taking part in this study so that you can make a decision that is right for you. This process is known as ‘Informed Consent’. 
Your participation in this study is entirely voluntary. You do not have to take part. You can change your mind about taking part and opt out at any time, up to the point of data analysis. If you do opt out, rest assured it will not affect the quality of treatment you get in the future. 
The Study: Environmental influences on male fertility and reproductive health
	Why is this study being done?


Male fertility rates have been declining over the past few decades, such that male factor now contributes to half of infertility cases. The decline in fertility has been seen worldwide, even affecting young men (<30 years), and the research shows that there is no sign of a levelling-off in the rate of decline. The Western world seems to be most affected, and the deterioration in male fertility rates may be due to diet, sedentary lifestyles and increasing rates of obesity. It is important to identify any modifiable risk factors that may contribute to the decline in male fertility, to devise interventions and optimise male health, thereby supporting fertility rates worldwide.

In this study, we wish to examine diet patterns to see if they have any effect on semen analysis results. We plan on doing this by inviting men who attend the clinic for fertility investigations to also complete a dietary questionnaire and to have blood tests taken alongside their semen analysis. The blood tests will look at the male hormonal profile and inflammatory markers in the body. We will look for associations between diet patterns and inflammation, changes in male hormones, and semen analysis results.  

Men who are found to have abnormal semen analysis results will be offered a 12-week course of a dietary supplement called Proceive Max. This contains vitamins, minerals and amino acids to support male fertility. At the end of the 12-week period, the men will repeat their semen analysis, dietary questionnaire, and blood tests to see if the supplement has changed the outcomes.

	Who is organising and funding this study?


Dr Ciara Nolan is conducting this research as part of her MD degree programme from University College Dublin (UCD). She receives a salary for her work as Clinical and Research Fellow at Merrion Fertility Clinic. Proceive is a dietary supplement that can be bought over the counter in pharmacies and health food stores. Supplements for the study will be provided to participants by Proceive (Affirm Health Ltd) free of charge.

There is no additional funding for this study and researchers do not receive payment for recruitment of participants. 
There is no additional cost to you for participating in this study; blood tests and repeat investigations will be provided for free.
	Why am I being asked to take part?


You are being asked to take part because you are a man attending Merrion Fertility Clinic for fertility investigations. You must meet the following inclusion criteria:
1. Male patients attending for semen analysis

2. Capable of providing informed consent

3. Aged between 18 years and 45 years

	How will the study be carried out / what will happen if I agree to take part?


There are two parts to this study.

If you agree to take part, men attending for routine semen analysis as part of fertility investigations will also be invited to:
1. Include the examination of the seminal fluid. Seminal fluid from the routine semen analysis is usually discarded afterwards. In this case, the fluid will be examined for metabolic, inflammatory, and oxidative stress markers.
2. Complete a dietary questionnaire for the generation of dietary scores.
3. Have BMI recorded
4. Give peripheral blood samples for metabolic, inflammatory, and oxidative stress markers

If you are found to have an abnormal semen analysis result, you will be invited to participate in the second part of the study. This involves:
5. Taking a 12-week course of Proceive Men supplements 

6. Repeat semen and seminal fluid analysis
7. Repeat peripheral blood samples
8. Repeat dietary questionnaire and BMI check
	What are the benefits?


Your involvement is invaluable to advancing medical knowledge and improving healthcare outcomes. We hope that this study will help us to better understand the factors that affect male infertility. It will help identify if there is a need for further research in this area of growing interest, and may identify an intervention to help with abnormal semen analysis results.
	What are the risks?


The risks of harm associated with participation in this study are low. Blood collection can be associated with some discomfort at the injection site.
	Is the study confidential?


All results measured will be completely confidential. Data will be coded and anonymized. You will be given a study number, and only the research team, overseen by the data controller (Dr Louise Glover, Head of Research, Merrion Fertility Clinic) will have access to your name and contact details in relation to this study.  You are free to decide whether to take part in this research study and you can withdraw your consent at any time. 
Results of the study might be presented at research meetings and/or published in a peer reviewed journal once complete, but all data will remain anonymous and there will be no patient identifiers. 
	Data Protection


Merrion Fertility Clinic and our research team have strict protocols in place to avoid any data protection issues. All data is stored on a secure, password-protected server at Merrion Fertility Clinic. Your personal data will not leave Merrion Fertility Clinic. You have a right to withdraw consent at any time by contacting the research team at Merrion Fertility Clinic. All researchers have completed training in GDPR. 
	Where can I get further information?


If you have any further questions about the study or if you want to opt out of the study,
please contact: 

Name: Dr Ciara Nolan
Address: Merrion Fertility Clinic, Dublin 2, Dublin


Phone No: 01-5567900

Email: cnolan@merrionfertility.ie or research@merrionfertility.ie
Thank you for taking the time to read this information leaflet and for your consideration to participate in this important research project
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