Miscarriages and stillborn children
Purpose of this document

This document explains the process for obtaining informed consent for the collection and use of foetal tissue from miscarriages and stillborn children.  

Situations not covered by the Code of Health and Disability Services Consumers’ Rights (the Code) are covered by the consent framework in the Human Tissue Act 2008.  The Act covers consent in relation to the collection and use of tissue from dead foetuses (and stillborn children as a specific type of foetus). 

The Appendix summarises how the consent provisions in the Code of Health and Disability Services Consumers’ Rights and the Act apply to foetal tissue.  
All legislative references are to the Human Tissue Act 2008 unless otherwise stated.

Code of Health and Disability Services Consumers’ Rights

Foetal tissue that is removed or obtained in the course of a health care procedure is covered by the Code.  This includes, for example, foetal tissue that is removed as a result of a termination or a stillborn child delivered with the assistance of a health practitioner.  The mother has the right to decide about the return or disposal of any foetal tissue removed or obtained in the course of a health care procedure (Right 7(9) of the Code), and the foetal tissue removed or obtained may be stored, preserved, or used only with the informed consent of the mother (Right 7(10) of the Code).  

Human Tissue Act 2008
The Act covers foetal tissue that is not removed or obtained in the course of a health care procedure.  
The consent framework in the Act (section 8) applies to:

· foetal tissue that is inside the dead mother’s body
· foetal tissue that has issued from the mother but not in the course of a health care procedure (eg, through a miscarriage or the birth of a stillborn child without assistance from a health practitioner)
· foetal tissue where the mother gave consent to its collection and use under the Code, but the mother has since died and someone wants to use the tissue for a purpose not covered by the original consent.  

Foetal tissue that is inside the dead mother’s body
A dead foetus that has not issued completely from the mother before she died must be treated as tissue from the mother’s body.  The consent requirements are those that apply to the dead mother. 
The mother may have given informed consent to the collection and use of that tissue (or nominated someone to make this decision for her) before she died.  Providing for mothers to make this decision before their death is consistent with the treatment under the Code.  However, it is unlikely that the mother would have made a decision before her death (or nominated someone to make this decision on her behalf), so the decision falls to her immediate family.  

Foetal tissue that has issued from the mother but not in the course of a health care procedure 

A dead foetus that has issued completely from the mother (whether she is dead or not) but not in the course of a health care procedure must be treated as tissue from the body of an individual who is separate from the mother.  Therefore, the consent requirements are the same as those for a dead child.  
Informed consent is required from the immediate family.  The definition of ‘immediate family’ in the Act includes parents (section 6).  
Secondary use of foetal tissue
If the mother gave consent to the collection and use of foetal tissue for a specific purpose under the Code but has since died, the mother’s immediate family may give consent to secondary uses not covered by the original consent (section 34).  
