Responsibilities of person requesting consent for the collection and use of human tissue
Purpose of this document

This document explains the responsibilities of the person requesting consent for the collection and use of human tissue. 
The Human Tissue Act 2008 sets up the framework for informed consent. All legislative references in this document are to the Human Tissue Act 2008 unless otherwise stated.
Informed consent
A person proposing to collect or use tissue must take all reasonably practicable steps to ascertain (section 14):
· what informed consent, if any, is required

· whether informed consent has been given

· if informed consent has been given, whether it has been overridden by an overriding objection (only applicable where consent by close available relative).

Consent is free and informed 
A person proposing to collect or use tissue is entitled to assume, unless aware of evidence to the contrary, that the person giving consent or raising an objection has consented or objected freely, and in light of all information that a reasonable person needs to give consent or raise an objection (section 27).

Cultural context of informed consent
The person proposing to collect or use human tissue must take into account the cultural and spiritual needs, values and beliefs of the immediate family of the individual whose tissue may be collected (section 18).  It is appropriate for clinicians, researchers and others collecting and using human tissue from a deceased individual to do so with proper recognition of, and respect for, the individual’s immediate family.  

This duty on the person proposing to collect or use human tissue is consistent with the duties and the obligations of health care providers and disability services providers to consumers under the Code of Health and Disability Services Consumers’ Rights.  In particular, providers have a duty to provide services that take into account the needs, values and beliefs of different cultural, religious, social and ethnic groups, including the needs, values and beliefs of Māori. 

A person proposing to collect or use tissue is entitled to assume, unless aware of evidence to the contrary, that the person giving consent or raising an objection has taken into account the immediate family’s cultural and spiritual needs, values and beliefs as set out in section 42 (section 28).

Consent by immediate family – consultation required
Informed consent or objection by the immediate family should be a family decision (section 40).  

The person requesting tissue donation should ensure the family representative(s) is aware of their obligations under section 40 (section 29). 

A person proposing to use or collect tissue is entitled to assume that the family representative(s) giving consent or raising an objection meets the requirements around consultation with the immediate family set out in section 40, only if satisfied, based on available information, that the family representative(s):
· has taken reasonably practicable steps to consult with members of the family who represent the different family interests
· believes all capable members of the immediate family, if consulted, would accept that member’s giving informed consent or raising an informed objection (section 29). 

Informed consent or objection given or raised in writing on the immediate family’s behalf may include details of either or both of the (section 44): 

· steps taken to consult with members of the family who represent the different family interests

· grounds for the belief that all capable members of the immediate family would, if consulted, accept that member’s giving informed consent or raising an informed objection.
Authority not to act on informed consent 
No person is required to collect or use human tissue (section 16). 
A person who proposes to collect or use tissue may decide not to do so even when informed consent has been given (section 17).  For example, the tissue may be unsuitable for donation, the immediate family may be aware the deceased person had changed their mind since recording their consent, or people who are not legally able to raise an informed objection but who nevertheless have an interest may be distressed by a decision to proceed with donation..  

Form of informed consent, objection or nomination (section 43)
Any informed consent, informed objection, overriding objection or nomination must be given or raised either:

· orally (in the presence of two or more witnesses at the same time) 
· in writing (including in a will) (with or without witnesses)
Whether consent is given orally or in writing, it must be obtained before tissue is collected from a deceased person.

These requirements apply whether the collection and use of tissue is for:
· general purposes from a deceased person (section 31)
· anatomical examination or public display (section 32)
· donor analysis from a living donor (section 33)
· a secondary purpose after the donor’s death (section 34).
Acceptable methods of recording consent 

Methods of recording consent that are likely to meet the Act’s requirements include:

· written consent

· consent given via a fax message, a text message on a mobile phone, or an email message (note the Act does not specify that written consent must be signed, but it would be prudent to follow up consent by text message or email with a written and signed consent form (after the tissue has been collected and used)).

· oral consent given over the telephone that is witnessed via speaker phone by a second person who could be a staff member of the requesting agency or a person present with the consenting family representative  
· oral consent given over the telephone that is witnessed by a second person present with the consenting family member, where the witness speaks with the requesting agency staff member to confirm they heard the family representative give consent.

In most situations where a family representative is giving consent on the immediate family’s behalf, the person requesting the donation of tissue will need to contact the family representative twice to allow the person contacted to consult other members of the immediate family.  If the family member contacted is informed of the requirements for witnessing oral consent when they are first contacted, they can probably ensure a second person can be present with minimal imposition on the family member if consent is to be given.

Consent recorded in a will

Informed consent, informed objection or a nomination can be written in a person’s will (section 43).  However, this can pose practical difficulties, because often it will not be feasible to sight a copy of the will within the timeframe available for tissue collection.  

The Act does not set out what is required in this situation.  If the immediate family has an agreed understanding of what is in the will, then the consent, objection or nomination could be acted on.  If there is conflict or discomfort within the family, then the person requesting the donation will have to use their judgement to decide whether to act on the reported consent, objection or nomination.  For example, if the individual’s next of kin is stating the contents of the will and no other family member has a different view, it may be reasonable to accept the reported consent or objection to donation.

If an individual’s spouse is objecting to donation but a sibling says the individual’s will gives consent, further steps may be required, such as trying to locate a copy of the will or contacting the deceased individual’s lawyer.

If there is dispute within the family over the will’s contents and a copy of the will cannot be found, it may be reasonable to seek a decision from the immediate family on the basis that the individual’s consent or objection cannot be ascertained.

