[image: image1]
[image: image2.png]St George's University Hospitals INHS

NHS Foundation Trust






[image: image3.png]N

CITY

ST GEORGE'S

UNIVERSITY OF LONDON





                       

PREGNANT PARTNER INFORMATION SHEET
STUDY TITLE: 

Sponsor Reference: 


            IRAS ID:
EudraCT Reference:

CHIEF INVESTIGATOR:
PRINCIPAL INVESTIGATOR:  


SITE NAME: 

Background & purpose
Your partner has reported your pregnancy to the research team as you became pregnant while your male partner was taking part in a research study. Your partner has received an investigational drug < add product name(s) > as part of the research study and had received information about contraception to avoid pregnancy. 
The Sponsor (City St George’s University of London/ St George’s University Hospitals NHS Foundation Trust) of the research study is requesting your permission to collect medical information about your pregnancy, its outcome, and if appropriate, the birth and health of your baby. 
You do not have to agree straight away, you may take this leaflet home to think about or discuss with your GP, family or friends before making your decision.

If you agree, your partner’s study team or responsible individuals appointed by the Sponsor of the study will collect health information identified in the pregnancy reporting form. You will be asked to sign and date a consent form. We will also give you a copy of the signed and dated consent form to keep for your records. 

What should I expect if I agree?

We will ask your GP or hospital consultant looking after you during your pregnancy for information about you and your pregnancy outcome.

This will include your medical history including any medication that you may be taking, any previous pregnancies and their outcomes, the outcome of this pregnancy and the health of the baby.

What are the possible disadvantages and risks to you? 
There is no risk to you from allowing the collection of this information. However, we do not know of the possible effects that the investigational drug may have had to your partner’s sperm, which is why we are interested in collecting information about your pregnancy progress and its outcome.
What are the possible benefits to you? 
You will not receive any direct benefit from allowing the collection of information about your pregnancy and its outcome. However, what is learned from your information might lead to a better understanding of the effect of the investigational drug on pregnancy and foetal development. 

Expenses and payments 
Collection of this information should not result in any extra medical care visits 

What if there is a problem? 

Any complaint about the way you have been dealt with or any possible harm you might suffer will be addressed. 

Your Decision is Voluntary

Your decision to allow the collection and use of information about your pregnancy, the pregnancy outcome and, if applicable, the birth and health of your baby is completely voluntary. If you decide to allow the collection of this information, you can still change your mind at any time. Your decision will not result in any penalty or loss of benefits to which you are entitled. Your decision will also not affect your partner and his ability to continue to participate in the study.

If you decide not to allow the collection and use of the information, this will not affect the medical care for either you or your baby.

You can withdraw your permission at any time. This can be done by writing to or speaking to the Sponsor or to the study lead doctor (Principal Investigator)
The Principal Investigators name and contact details are:

[Insert contact details]
What information about you and your baby might be used and given to others? 

The study doctor or Sponsor will obtain medical information about your pregnancy, the outcome and, if applicable, the birth and health of your baby. A copy of the information which will be collected can be provided to you upon request. Your identity will not be disclosed on the pregnancy data collection form – you will be assigned a unique code which will be linked to the study identity code assigned to your partner. Only the unique code assigned to you will be used in any information sharing. 
Who might use information collected about you and your baby? 

Specific details are included in the informed consent form which you will be asked to sign.

Why will your/your baby’s information be used and/or given to others? 

You or your baby’s information might be used by the study Sponsor or others to see if the study drug has affected you and/or your baby. If the information about you and/or your baby results in a publication, information will be anonymised, removing anything that could identify you, your partner or your baby. 
How will we use information about you?
We will need to use information from [you] [your medical records] [your GP] [OTHER] for this research project.

This information will include your [initials/NHS number/contact details/ provide a bullet list of identifiers held by the site and/or sponsor for the research]. People will use this information to do the research or to check your records to make sure that the research is being done properly. 

OPTION where applicable: 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. We will keep all information about you safe and secure.

OPTION where applicable: Some of your information will be sent to [country X]. They must follow our rues about keeping your information safe. 

Once we have finished the study, we will keep some of the data so we can check the results. We will write our reports in a way that no-one can work out that you took part in the study. 

What are your choices about the how your information is used?

You can stop being part of the study at any time, without giving a reason, but we will keep information about you that we already have. 

OPTION if follow up data will be collected after withdrawal: If you choose to stop taking part in the study, we would like to continue collecting information about your health from [central NHS records/your hospital/your GP]. If you do not want this to happen, tell us and we will stop. 

We need to manage your records in specific ways for the research to be reliable. This means that we won’t be able to let you see or change the data we hold about you. 

OPTION if data will be used for future research: If you agree to take part in this study you will have the option to take part in future research using your data saved from this study. [Insert details of any specific bank/repository]. 

Where can you find out more about how your information is used? 

You can find out more about how we use your information here: https://www.sgul.ac.uk/privacy
For general information on how the NHS uses research data please visit: https://www.hra.nhs.uk/information-about-patients/ 

The Sponsor’s Representative contact details are:

Joint Research and Enterprise Services,
Ground Floor, Jenner Wing 
City St George’s University of London, 

Cranmer Terrace, London, 

SW17 0RE.
If You Have Questions 

You can contact the study Principal Investigator for [insert site name] or the sponsor’s representative at any time.
This leaflet, consent form and pregnancy reporting form has been reviewed by a Research Ethics Committee.

The Research Ethics Committee are a group of people that safeguard the rights and wellbeing of participants in research studies.

The documentation has received approval from the following Research Ethics Committee………………………………..
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