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Human Tissue Act 2004 – factsheet for University  
of Kent researchers 
 

The Human Tissue Act 2004 sets out legislation covering the storage and use of human 
tissue for scheduled purposes, including research in connection with disorders, or the 
functioning, of the human body.  The legislation applies whether or not the human tissue is 
sourced via the NHS. 

 
The University does not hold a Human Tissue Licence and so a favourable opinion 
from an NHS Research Ethics Committee (REC) is required to store human tissue 
for research purposes. 
 
The approval must cover the entire period of storage.  An application to extend the 
approval must be made in good time, and before approval expiry, when it is 
anticipated that tissue storage will exceed the original approval period. 
 
Storage of human tissue without a current approval from an NHS REC is an offence 
under the Act, for which the maximum penalty is three years and/or a fine. 

 

 

Relevant material and research 
 

What is research? 

The Human Tissue Authority endorses the following definitions of research: 

 

A study which addresses clearly defined questions, aims and objectives in order to discover 

and interpret new information or reach new understanding of the structure, function and 

disorders of the human body.  Research attempts to derive new knowledge and includes 

studies that aim to generate hypotheses, as well as studies that aim to test them or develop 

practical applications or new knowledge. 

 

Research can be defined as the attempt to derive generalizable new knowledge by 

addressing clearly defined questions with systematic and rigorous methods. 

 

What is relevant material? 

For the purposes of the Human Tissue Act (2004) ‘relevant material’ is defined as ‘material, 

other than gametes, which consists of or includes human cells’.  This definition is intended to 

be comprehensive and inclusive so if a sample is known to contain even a single cell that 

has come from a human body, then the sample should be classified as relevant material.  

Hair or nails from living people, or any material which contains only cells created outside the 

human body, for example, cell lines, are not included. 

The Human Tissue Authority offers these examples of relevant material1: 

 Specifically identified relevant material 

This includes material such as bodies, organs and tissues, consisting largely or 

entirely of cells, and clearly identifiable. 

                                                             
1 Human Tissue Authority (2017), Code of Practice & Standards – Code E: Research, London: HTA 
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 Processed material 

Where a processed material is generally agreed – as a result of the process – to 

leave it always either cellular or acellular, then the presumption should be that all 

examples should be regarded as such.  Under this category, plastinated tissue and 

plastinated body parts (where the cellular structure is retained by the plastination 

process) are considered relevant material; while plasma or serum, for example, will 

not be regarded as such. 

 Bodily waste products (including excretions and secretions) 

The HTA considers bodily waste should normally be regarded as relevant material. 

 Cell deposits and tissue sections on microscope slides 

In general, cell deposits or tissue sections on microscope slides are considered to 

constitute relevant material.  This is because such deposits or sections are likely to 

contain whole cells or are intended to be representative of whole cells. 

The Human Tissue Authority has produced a list of relevant material to provide further 

guidance on whether specific materials fall within the definition of relevant materials under 

the Act: https://www.hta.gov.uk/policies/list-materials-considered-be-%E2%80%98relevant-

material%E2%80%99-under-human-tissue-act-2004   

Imported tissue 

Imported tissue stored for research purposes should be treated in the same way as tissue 

originating from participants in England, Wales and Northern Ireland.  This means that the 

same requirements for approval apply. 

Storage 

The Human Tissue Act does not define the term ‘storage’, neither does it give any minimum 

or maximum term for storage of human tissue for research.  Therefore the Human Tissue 

Authority considers storage to be when tissue is kept for any period of time for the purpose 

of research.   

The only exceptions to this are: 

 The human tissue is from a person who died prior to 1st September 2006 and at least 

100 years have elapsed since their death 

 The human tissue is in storage pending transfer elsewhere, providing it is held for a 

matter of hours or days and certainly no longer than a week.  The Human Tissue 

Authority takes the view in these circumstances that the storage is incidental to 

transportation and a Human Tissue licence is not required 

 The human tissue is being held whilst it is processed with the intention to extract 

subcellular components that are not relevant material (i.e. rendering the tissue 

acellular).  A licence is not required providing the processing takes a matter of hours 

or days and certainly no longer than a week 

 Material that is created outside the human body for use in research does not fall 

under the Human Tissue Act.  (However, cell cultures are relevant material if they 

contain cells that were created inside the human body, e.g. if the cell culture contains 

original cells from a biopsy or blood sample). 

 

 

https://www.hta.gov.uk/policies/list-materials-considered-be-%E2%80%98relevant-material%E2%80%99-under-human-tissue-act-2004
https://www.hta.gov.uk/policies/list-materials-considered-be-%E2%80%98relevant-material%E2%80%99-under-human-tissue-act-2004
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Approval requirements 

By law, storage of relevant material for research purposes within institutions that do not hold 

a human tissue licence must be under a project-specific favourable opinion from an NHS 

Research Ethics Committee. 

What you should do 

Researchers planning to use human tissue for research purposes should contact the 

Research Ethics & Governance Officer in the first instance (N.R.Palmer@kent.ac.uk).  She 

will advise on implications of the Human Tissue Act and approval requirements specific to 

the planned research. 

For research that will require a favourable opinion from an NHS Research Ethics Committee, 

she will advise on the process and help with arrangements.  She will need to authorise the 

application, on behalf of the University, before submission. 

Research involving residual samples collected elsewhere that are anonymised to the 

researcher may be eligible for proportionate review which can be completed in a matter of 

days.  Researchers who are intending to collect samples themselves, or where samples are 

collected specifically for the purposes of the research, may need to undergo a full review.  

The total time for this process could be up to 60 days so researchers should factor this into 

plans. 

It is important to ensure that the period of approval requested will be sufficient to 

cover the entire period that relevant material will be stored.  An application to extend 

the approval must be made in good time, and before approval expiry, when it is 

anticipated that tissue storage will exceed the original approval period. 

Storage of human tissue without a current approval from an NHS REC is an offence under 

the Act, for which the maximum penalty is three years and/or a fine. 

 
If the REC approval in place is due to expire, and confirmation of approval to store 
beyond this date has not yet been received, relevant material must be transferred to 
a licensed premises, such as a local NHS trust. 
 

 

Further information 

The Human Tissue Authority has produced a Code of Practice & Standards for Research 

which is a practical guide to the Human Tissue Act’s requirements around research: 

https://www.hta.gov.uk/sites/default/files/Code%20E.pdf    

More guidance on the Human Tissue Act (2004), including consent requirements, can be 

found on the Human Tissue Authority website: https://www.hta.gov.uk/guidance-

professionals 
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