
Participant Information Sheet/Consent Form in the Event of Pregnancy of a Research Project Participant or their Partner

In the event that a participant in an approved interventional clinical trial (or the participant’s partner) becomes pregnant during the course of the research, this Participant Information Sheet/Consent Form should be provided to the pregnant participant/partner.

Instructions for creating a Participant Information Sheet/Consent Form:

( This template is a guide only.
( This template is provided by the Victorian Department of Health.
( In this template, there are prompts and instructions (in blue italics) for the content of the Participant Information Sheet/Consent Form. Ensure that all prompts and instructions (blue italics) are deleted from the final document.  

( Preferred language recommendations for use in the Participant Information Sheet are in black text. This text may be edited as required.

( The reviewing institution may have additional required language or standard clauses. Check with the relevant HREC administration to determine whether additional requirements apply.

( Text should be in an easily readable font format.  Ensure that all font styles and formatting are intended and that any variations are consistent throughout the document. 

( Ensure that the final document is proofread.

( Version details must appear in the footer of each page.  Include the version date of the document in the footer of each page; do not use automatic date insertion.
( Use ‘x of y’ page number format.

( Ensure that all references to version date or page number in the text are correct and consistent with the information in the footer.
( Language used should be readily understandable by the participant (Grade 8 reading level or below) and include Australian spelling of words.

( If translated Participant Information Sheet/Consent Forms are to be used, check with the relevant HREC administration in case additional requirements apply.

( It should be stated whether an interpreter will be used in the consent process and/or during the collection of data.

Headed with Institution’s name or Letterhead

Participant Information Sheet/Consent Form in the Event of Pregnancy of a Research Project Participant or their Partner
	Site Name
	[Site Name]

	Full Project Title
	[Project Title]

	Principal Investigator
	[Principal Investigator Name]


[Also record associate investigators if required by institution]
We have been informed that you have become pregnant whilst either participating in a clinical trial or after your partner participated in a clinical trial, during which you or your partner were given an experimental product called [name of investigational product]. 

The effects of [name of investigational product] on the unborn child and on the newborn baby are not known.  Therefore, we wish to collect information about your pregnancy and the health of your child.  If you agree, you will be considered a research participant because your information will contribute to the knowledge about the effects of this product on pregnancy and the unborn child.

The type of information we wish to obtain includes: [specify the type of information and for how long the mother and child will be followed up and at which time points].
Also state, if correct: This information is collected routinely during pregnancy.  

If there is any additional monitoring: The only additional monitoring to be done as part of this research is [specify which monitoring/procedures are above standard pregnancy/infant follow-up; the purpose of the additional procedures and the form of follow-up e.g. visits, telephone calls].
Information about you and your child will be obtained from your medical records held at health services you attend. At the end of this document, you will be asked to provide the name and contact details of any doctors or clinics who have this information. 

This information will be collected by [provide specific details, e.g. ‘the sponsor of the clinical trial in which you or your partner participated [insert name of sponsor]’ or ‘the employees of the health services and forwarded to the sponsor. 
Any information that can identify you or your child will be treated as confidential and securely stored.  It will be disclosed only with your permission, or as permitted by law.  The information collected will be in a re-identifiable or coded form and kept by [specify by whom the data will be kept] for [specify period].  The information about your child will be kept until they are 25 years old, as required by law in Victoria.

Please note that your health records are subject to inspection (for the purpose of verifying the information) by the relevant authorities and authorised representatives of the sponsor, [sponsor name], the organisations relevant to this Participant Information Sheet/Consent Form (PICF), [organisation name], or as required by law. [If the study involves both an international and an Australian sponsor, insert the names of both in this section] By signing the consent section, you authorise release of, or access to, this confidential information to the relevant study personnel and regulatory authorities as noted above. 

In accordance with relevant Australian and/or Victorian privacy and other relevant laws, you have the right to access the information collected and stored by the researchers about you and your child. You also have the right to request that any information with which you disagree be corrected. Please contact one of the researchers named at the end of this document if you would like to access your information.

There will be no clear benefit to you or your child by allowing this collection of information.  However, [describe any potential individual or societal benefits]. 
We acknowledge that this situation may cause you stress and anxiety.  If you become upset or distressed, counselling or other appropriate support will be arranged for you by [specify by whom, e.g. researcher or sponsor]. 

Specify any other risks associated with the collection of data or other follow-up procedures.

State whether there are any known risks to the mother or unborn child due to either the mother or the partner participating in the research project and receiving the investigational product. 

Data or follow-up procedures may not provide meaningful information, for example, the information may not inform you whether or not the child will be born with a physical or mental condition.

If you wish, you may seek your own legal advice about your legal rights in this situation.

This document has been approved by the Human Research Ethics Committee of [name of institution].  

The collection and use of your health information [and any procedures, if applicable] will be carried out according to the National Statement on Ethical Conduct in Human Research (2007) produced by the National Health and Medical Research Council of Australia. This statement has been developed to protect the interests of people who agree to participate in human research studies.

If you want any further information or have any concerns about your health and/or the health of your child, you can contact any of the following people: Record names, phone numbers and email addresses of appropriate persons involved in the project, including research nurses, project coordinators and sponsor contacts, if appropriate. The name and phone number of a 24-hour medical contact person must be provided and clearly denoted.  Copy the table below to record more details.
	Name
	[Name]

	Position
	[Position]

	Telephone
	[Telephone]

	Email
	[Email]


If you have any questions or complaints about being a research participant in general, then you may contact: This person should be independent of the research, such as the Executive Officer of the reviewing HREC that approved the project (if a multi-site research project). Contact your local HREC administrator (single site research project) for the requirements at your site.
	Name
	[Name]

	Position
	[Position]

	Telephone
	[Telephone]

	Email
	[Email]


Participation is voluntary. If you do not wish to take part you don’t have to. If you decide to take part and later change your mind, you are free to withdraw at any stage. If you decide to withdraw, please notify a member of the research team before you withdraw. You may also wish to consider whether you will allow the information already collected to be kept by the researchers and sponsor.  This would help them make sure that the results can be measured properly. If you do not want them to do this, you must tell them before you consent.

Consent

Note: All parties signing the consent section must date their own signature.

Declaration by Participant

I have read, or have had read to me in a language that I understand, this document and I understand the purposes, procedures and risks as described within it.

I give permission for my doctors, other health professionals, hospitals or laboratories outside this hospital to release information to [name of organisation collecting the information e.g. sponsor name] concerning my health and the health of my child for the purpose of this project. I understand that such information will remain confidential. 

I have had an opportunity to ask questions and I am satisfied with the answers I have received.

I freely agree to participate as described. 

I understand that I will be given a signed copy of this document to keep.

	Participant Name (please print)
	

	
	

	Signature
	
	Date
	


Declaration by Researcher*
I have given a verbal explanation of the research project, its procedures and risks and I believe that the participant has understood that explanation.

	Researcher Name (please print)
	

	
	

	Signature
	
	Date
	


*A senior member of the research team must provide the explanation and provision of information concerning the research project. 

Contact Details of Health Services

Please provide the contact details of doctors, clinics or hospitals who have health information about your pregnancy and your child. Copy the table below to record more details.
	Name of Health Service Provider 
	

	
	

	Address
	

	
	

	Telephone
	


	Name of Health Service Provider 
	

	
	

	Address
	

	
	

	Telephone
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