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1. Policy Statement
This Policy has been produced in accordance with The Human Tissue Act 2004. It should be read in conjunction with the Trust ‘Policy on Collection, Storage and Use of Tissues from the Deceased, and Storage and Use of Tissue from the Living, for Research’, and the Human Tissue Authority’s (HTA) Code of Practice on ‘The removal, storage and disposal of human organs and tissue’. The procedures represent good practice for the handling of all tissue samples. They must be followed by all researchers working under the Trust’s Research Licence from the HTA and those who may wish to retain tissue at the end of an ethically approved research project. 
2. Roles and Responsibilities

· Designated Individual (DI).
Accountable to the Human Tissue Authority for Research Tissue Stored under the authority of the Trust Licence and for making relevant Trust staff aware of this Policy.

· Persons Designated (PD).
Accountable to the DI and responsible for ensuring that this Policy is observed in respect of human tissue for which they have responsibility and is stored under the authority of the Trust Licence. This includes making all staff that collect, store or use such tissue aware of this Policy.

· All staff collecting, storing or using human tissue for research under the Trust Research Tissue Licence.

Accountable to PD’s and the DI for undertaking work in compliance with this Policy
3. Protocol

3.1 Consent for disposal
· All staff responsible for taking consent for the removal, storage and/or use of human tissue samples for research should be prepared to discuss the issue of disposal with donors or relatives, including an explanation of the options available and any responsibilities for any associated costs. Information about disposal must appear on the study information sheet provided for consent purposes and donors must be given sufficient information to allow them to make an informed decision. 
· Tissue and organs from the deceased should be handled and disposed of in accordance with any reasonable request expressed by relatives or the deceased person as long as the method of disposal is legal.
· It is preferable that all tissue from the same study follows the same procedure for disposal, which must be indicated on the consent form. It should be noted that specifically requested exceptions to the default route of disposal should be considered carefully on a case by case basis, in order to determine that the alternative is legal and feasible and that the benefits of obtaining the sample outweigh any potential extra inconvenience or expenditure that may be incurred. This may include considering, for example, special disposal requests or exclusions to use in certain areas of research, or discrepancy between the wishes of the deceased and the next of kin. In such cases it would be vital that donated tissue is flagged at all stages of tracking and storage as requiring special disposal, in order to confirm that disposal requests are not overlooked in the future.
3.2 Documentation of disposal

· The time, method and person undertaking disposal must be recorded for each portion of human tissue. If disposal is other than by local incineration, details of the place of disposal must also be recorded. 
· Where human tissue samples have been collected and stored as part of a defined research study, with ethical approval, the samples must be either disposed of when approval for the study expires, or be transferred to an appropriate tissue bank if appropriate consent has been obtained to permit this. Disposal of such samples should not be undertaken without prior notification and agreement of the custodian for the study, where this is reasonably practicable and meets the requirements of the Human Tissue Act. 

3.3 Disposal 
· Any material that has come from a living person who was participating in research may be treated as clinical waste unless alternative arrangements were indicated during consent. 
· In line with this, material taken from the living should normally be disposed of by incineration. This can be done using the yellow bag waste disposal system operated within the Trust. This includes tissue fragments trimmed from samples before it is processed for histology, tissue in sections trimmed from wax embedded blocks before sections are cut, unrecoverable material washed out of tissue during processing.

· Except for small tissue fragments (less than 0.5 g), bodily fluids and excreta, tissue should be disposed of with respect and not with other clinical waste.
3.4 Existing holdings removed and stored prior to 1 September 2006

· Holdings of identifiable human tissue samples taken from the living, even if those individuals are now known to be dead, can be incinerated in the same way as any other sample of tissue taken from a living person.

· Holdings of unidentifiable human tissue samples taken from the deceased should be disposed as other post-mortem material.

· Holdings of identifiable human tissue samples taken from the deceased where contact has been made by relatives, should not be disposed of until relatives make clear their wishes.

· Holdings of identifiable human tissue samples taken from the deceased but where no contact has been made by relatives, can be disposed of as other post-mortem material. 

· Relatives will expect remains from the deceased to be disposed of with respect. As a minimum, stored human tissue, other than small fragments, bodily fluids and excreta, should be disposed of separately from other clinical waste.

3.5 Compliance
·      Failure to comply with this Policy and the legislation detailed in the Human Tissue Act 2004 could result in disciplinary action.
4. Policy Implementation Plan

· The Policy and Implementation Plan are the responsibility of the DI.  
· The HTA are the body responsible for reviewing progress and implementation.  

· The Policy will be communicated by the DI to all PDs, who will then be responsible for ensuring that it is complied with in respect of human tissue for which they have responsibility and is stored under the authority of the Trust Licence.

· This Policy will be deployed via Internet access at www.hope-academic.org.uk/irr/hta/ and will be operative by 1st December 2007 for all research tissue stored under the Trust Research Tissue HTA Licence.
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· Policy on Collection, Storage and Use of Tissues from the Deceased, and Storage and Use of Tissue from the Living, for Research’. (Available at: www.hope-academic.org.uk/irr/hta/)
· HTA Code of Practice on ‘The removal, storage and disposal of human organs and tissue’. ‘Salford Royal Foundation Trust Policy on Tissue Collection, Storage and Use for Research Under the HTA Act’ (Available at: www.hope-academic.org.uk/irr/hta/)
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