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Participant Information and Consent Form – Pregnant Person 

	Short name of project
	<Short, plain language project title> 

	Full name of project
	<Full name of project. Delete if not needed>

	Principal investigator
	<Title, name, position>

	Project number
	<ERM number>

	<Site Name>
	<Delete if not needed> 
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Description automatically generated]1 What am I being invited to do?


[bookmark: _Hlk167543139]We are giving you this form because you or the biological parent of your child took part in a project called <name of project>. As you may know, this project <summarise what the project did>. 
Your pregnancy may be relevant to this project. We are asking you to let us collect information about your health and pregnancy. If you say yes, we will get this information from your medical records. This information may help us learn more about health issues related to <name of condition or intervention being studied>.
You will not receive any study treatment or intervention as part of this project.
Please read this form carefully. You can ask us any questions and take time to decide whether you want to take part. You can talk to us, or someone else, like a family member, friend, or your doctor. 
[image: ]2 Do I have to take part and can I change my mind?



Taking part is up to you 
You get to decide whether you take part in this project. You can say yes or no.
Your decision will not affect your relationship with <The Royal Children's Hospital / Murdoch Children's Research Institute / other.>
You can change your mind at any time
If you do take part, you can stop at any time. Simply tell someone in the project team. You do not have to give us the reason. 
[Option 1:] If you stop taking part in the project, we will not collect any more information about you or your pregnancy. We will destroy the information we have collected.
OR
[Option 2:] If you stop taking part in the project, we will not collect any more information about you or your pregnancy. However, we will keep the information we have already collected. This is so we can measure the project results properly. Please only join this project if you are happy with this approach.
[image: ]3 What do I have to do if I take part?




If you take part in this project, you will need to give us permission to collect information about you and your pregnancy from your medical records. <Describe the type of information you will collect. For example, antenatal test results, birth outcomes, infant health checks.> These records are held by the doctors and clinics you visit during your pregnancy. 

At the end of this form, we will ask you to write down the names and contact details of your medical team. 

Pregnancy outcomes
We understand that pregnancies can end in different ways. This includes continuing to birth, pregnancy loss, or termination of pregnancy.
If your pregnancy ends for any reason, you can choose whether or not you want to continue being in the project. You can also tell us not to contact you again. We will respect your decision.









Optional parts of this project

<If you take part in this project we will ask you to think about letting us do a couple of extra things. Here is more information about what these things involve.>

a. First optional consent: Permission to collect information about your newborn baby

We are asking for your optional permission to collect information about your child from their medical records when they are a newborn baby. This may include information such as routine health checks, diagnoses, and treatments. 

We will only collect information needed for the project, keep it securely, and restrict access to authorised staff. We will use coded, de‑identified data for analysis and reporting wherever possible. 
You can say no to this if you want. If you say no you can still take part in the rest of the project. 

b. Second optional consent: Contact about future projects

<E.g. We are asking you to let us contact you about future projects about <XX>. If you say yes, we will contact you by <XX>. You can say no to this if you want to. If you say no, you can still take part in the project.>
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Description automatically generated]4 What are the benefits and risks of taking part?



By taking part, you will help the researchers understand more about <project topic>. The information you provide may help others in the future by giving researchers a better understanding of the study and its effects in pregnancy.
The information we collect may not give clear answers about the health of your unborn child.
Risks of taking part in this project
The main risk of taking part in this project is that you may feel distressed when thinking about your pregnancy, health, or pregnancy outcomes. If we ask questions that make you uncomfortable, you do not have to answer them. If you are distressed, we can help you find support. This could be, for example, through your GP, your pregnancy-care team, or other support services.


Privacy considerations 
We will collect information for the project from <your medical record, local doctor/GP, and directly from you>.
<We will also collect information about your newborn child, if relevant. If you say yes, we will collect information from your child’s medical records until they are one year old.>

Keeping your information safe
To keep your information safe, we will:
follow all relevant privacy requirements
store information securely <at location> and/or <on an electronic database>
take steps to prevent anyone from accessing information that identifies you unless they are authorised to do so, such as the project sponsor
give information a code and keep them separate from your name or contact information.

You can ask us to tell you what information we have collected about you as part of this project. If your information is not correct, you can ask us to change it. If you have any complaints about how we are managing your personal information, you can <contact Privacy Officer>. 
We will keep your information for <number of years>. 
After this, <we will destroy the information>
Or <we will permanently remove any information that directly identifies you but keep the deidentified information>. 

Publishing project information

We will share certain information from this project so that others can use the findings. This project information <does not identify you individually>. We will make this project information available <through journal articles, presentations, and [restricted access/public] data repositories>. By being in this project, you agree to let us share the findings.  









[image: ]5 How will my information be shared for future research? 




[Delete this entire section and following text if it is not relevant to your project.] 
Sharing information  
To advance science, medicine and public health, we may share your deidentified information with funders, research projects, biobanks, medical journals or data research repositories. Some of these organisations may be located overseas. Any information that we send overseas may not be protected by Australian laws and regulations. By signing this consent form you are giving us permission to do this. 
If we share your information, we will remove identifying details such as your name, date of birth and address. We will give this information a special code number. We will put security measures in place to prevent re-identification of your identity. These security measures include <insert details>.
We will also put security measures in place to protect your information if we transfer it to other people. We will <insert details about how their information will be securely transferred>.  
Despite our best efforts, there is a small chance that you could be re-identified by someone outside of this research project. In the unlikely event that this happens, someone from the research team will contact you. If, at any point, you think that you may have been re-identified, please let us know.
[For other data sharing options, refer to the RCH Standard Wordings document.]
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Description automatically generated]6 Who is running and paying for this project? 



This project is being led. by <name of site>.
This project is being organised by <name of sponsor/CRO and/or other institution>.
The site is receiving funding from <institution/funding body/grant details> to run this project. 
[List any relevant conflicts of interest here.]



[image: ]7 Who has reviewed and approved this project?



This project has been approved by the Human Research Ethics Committee of The Royal Children’s Hospital in Melbourne. This is an independent committee that makes sure that this project meets Australian ethical standards for research that involves people. <This form has been created/reviewed with><consumer group name>.

Your voice matters
We value your experience as a research participant. You can share a complaint, feedback, or compliment in the following ways:
Option 1: Contact the Research Ethics and Governance Office
If you have concerns you would like to discuss directly with the Director, Research Operations, please contact:
· Email: rch.ethics@rch.org.au
· Phone: (03) 9345 5044

Option 2: Use the RCH Feedback Portal
Visit www.rch.org.au/feedback to access English and translated resources. This page explains the feedback process and you can provide your feedback, compliments, or complaints by phone, email, or an online form. Our Patient Experience Officer can assist you if needed.
You can scan this QR Code to get the feedback form:
[image: ]

Your healthcare rights
Did you know you have important rights when receiving healthcare, including when taking part in a clinical trial?
Australia has a Charter of Healthcare Rights that explains what you can expect—such as being treated with respect, receiving clear information, and being involved in decisions about your care.
You can learn more about your healthcare rights on the Melbourne Children’s Trial Centre website.
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Description automatically generated]8 Where can I find more information?



Thank you for taking the time to read this information. You can contact a member of the project team at any time to ask questions.
<Name	>	<Role> 		<Contact details, phone number preferred>
<Name	>	<Role>			<Contact details, phone number preferred>
You can find out more information about the project by <visiting our website/scanning the QR code below/asking us> for:
[List supplementary information here, using links if electronic]
[See User Guide for more guidance on providing supplementary information.]


9				 Signature Page



	Short Name of Project
	<Short name of project> 

	Full Name of Project
	<Full name of project>

	Principal Investigator
	<Principal Investigator>

	Project number
	<Project number>


	Consent to take part in this project:  

	By signing this consent form, I acknowledge that:
I freely agree to take part in this project
I understand that I can stop taking part in the project at any time
I have read, or have had read to me, the information provided about this project and understand what is involved including the use of my personal information
I have had the opportunity to consider the information, ask questions and am satisfied with the answers I received
I agree for my medical records to be accessed for the purposes of this project. 
Here are the names and contact details of the healthcare providers who are caring for me during my pregnancy. I understand that the research team will contact these healthcare providers to request information from my medical records that is relevant to this study. I understand the research team will only collect information that is needed for the project and will handle my information in line with privacy and confidentiality requirements.

	Name
	Clinic / hospital
	Phone number 

	GP
	
	

	Obstetrician 
	
	

	Midwife
	
	

	Other specialist
	
	

	Other specialist
	
	





	Optional parts of this project 
[Delete section if not relevant. If you use optional consents, you must also explain them in the body of the consent form.]

	Yes
	No

	a. <First optional consent: Permission to collect information about the baby after birth>

	£
	£

	b. <Second optional consent: contact about future projects>

	£
	£




Participant’s details
Signature: ______________________________________________ Date: ______________
Name: _________________________________________________

Person conducting the informed consent discussion
I have explained the research project, its procedures and risks to the potential participant and I believe they have understood that explanation.

Signature: ______________________________________________ Date: ______________
Name: __________________________________ >

<Witness - where decision-maker has required assistance to read this form
Signature: ______________________________________________ Date: ______________
Name: __________________________________ >

Each person must sign and personally date this consent form
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