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1. Policy statement
This policy has been written in accordance with The Human Tissue Act 2004, which states that NHS Trusts and other establishments should ensure that they have systems in place to maintain proper records and documentation for all tissue and organs they acquire and/or pass on to others. 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’. 
It is important to be able to track what happens to organs and tissues for health and safety reasons, and, to ensure that material is handled in accordance with the donators’ wishes, and that it is used for the agreed purposes. Keeping proper records of donated material also demonstrates respect for the donation. 

These procedures must be followed by all researchers working under the Trust’s Research Licence from the HTA, which includes those who may wish to retain tissue at the end of an ethically approved research project.
2. Roles & responsibilities 
The duty to create and maintain proper records starts with the establishment where the material is removed from the body, or where the material is identified as surplus to requirements for healthcare purposes and is set aside for a scheduled purpose. It continues through all procedures and persons entrusted with the material until its documented disposal:
· 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 and for which they have responsibility (stored under the authority of the Trust Licence). This includes making sure that all staff that collect, store or use such tissue are aware of this Policy.

· All staff collecting, storing, using or disposing of 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 Content of records

Custodians and Persons Designated to care for collections must have systems that record the following information:

· when the material was acquired, and from where 
· details of who gave consent

· exactly what the consent related to, and any restrictions on use stipulated during the consent process

· the uses to which the material is put whilst in the establishment’s care and any processes applied to it 
· the current location of the tissues held under the Licence
· when the material is transferred elsewhere, and to whom
· details indicating whether the material is exhausted (either due to analysis or disposal)
· any details of disposal. This may include details of when, why, where and how disposal is undertaken, and the person(s) undertaking and authorising disposal. 
3.2 Format of records
· Records should not include names and should conform to all other relevant legislation (e.g. the Data Protection Act) and agreed procedures (e.g. as outlined in any ethical approval). 
· Information should be stored in a systematic manner, which allows access and use (for example by following SOPs) by other parties for auditing purposes or in the event of the custodian being unable to maintain the records. 
· Each sample should have a unique identifying code 

· Records should clearly identify the nature of the samples stored and their precise location.
3.3 Maintenance of records

· Records should be suitably backed-up. This can be achieved with frequent electronic back-up of computerised records and by maintaining photocopies of critical documents (e.g. consent forms).

· Records should be kept (or archived) securely for a minimum of ten years after disposal of the last sample. 
· Records should be maintained in a manner that would allow bereaved relatives and donors who enquire about organs and tissues to be given full information in a sensitive manner.

3.4 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 March 2008 for all research tissue stored under the Trust Research Tissue HTA Licence.
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