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THE LEEDS TEACHING HOSPITALS NHS TRUST AND THE 
UNIVERSITY OF LEEDS 

 
POLICY FOR THE STORAGE AND USE OF HUMAN TISSUE 

 
 

1.  INTRODUCTION 
 
This joint policy has been developed to ensure that the Trust and University 
meet all the requirements of the Human Tissue Act 2004. This arrangement 
will be underpinned by a legal agreement between the two organisations.  
 
This policy should be read in conjunction with the: 
 
- Policy for the consent to examination or treatment 
- Policy on Post Mortem Consent. 
  
The scope and requirements of the Act can be seen in Appendix A. 
 

2. BACKGROUND  
 
The Human Tissue Act is a framework for regulating the storage and use of 
human organs and tissue from the living, and the removal, storage and use of 
human organs and tissue from the deceased, for specified health-related 
purposes and public display.  The Act came into force on 1st September 2006. 
To comply with the Act, the Trust has applied for two Human Tissue Act 
licences - one for Pathology and one for Research, which are joint licenses 
with the University of Leeds. A third application is being made for therapeutic  
The University has applied for a license for Anatomy. Part of the licensing 
process included the completion of a compliance report (one for Pathology, 
one for Research and one for Anatomy) indicating how compliant with the 
Human Tissue Act the Trust and University are.  Following the submission of 
the licence application, the Trust is and University are ‘deemed’ to be licenced 
until such time as the Human Tissue Authority review the application and 
advise us the Trust’s and University’s license status. The working assumption 
is that the license for pathology and research cover the University of Leeds. 
 

3. POLICY STATEMENT 
 
The Trust and University must ensure that the storage and use of human 
organs and tissue from the living, and the removal, storage and use of tissue 
and organs from the deceased, for specified health-related purposes, by its 
staff and on its premises, will at all times meet the requirements of the Human 
Tissue Act 2004.  
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4. POLICY EFFECT 
 
The Trust and the University of Leeds have developed joint governance 
arrangements to ensure both organisations are compliant with the Human 
Tissue Act.  See Appendix C.  The Trust and the University of Leeds have 
already formalised their joint working relationship in respect of governance 
responsibilities for research in a framework agreement between both 
organisations.  The two organisations have jointly applied for a research 
licence to store human tissue under the Human Tissue Act (which the Trust is 
leading on). The Trust has also applied for a pathology license on behalf of 
both organisations and is applying for a third licence for the therapeutic use of 
human tissue. 
 
Designated Individuals (one each the Pathology, Research, Anatomy, and 
Therapeutic Use licenses) have been nominated to oversee compliance with 
each license.  They will initially be supported by a Project Manager who will 
act as a conduit between the Designated Individuals and those using tissue 
which falls under the requirements of the HTA across the Trust and the 
University.  
 
To ensure that governance procedures, which comply with the Act, are 
developed and adhered to, the Human Tissue Act Project Manager will 
develop (a) protocol(s) of compliance which all individuals and laboratories 
must adhere to. Storage of tissue by laboratories or individuals for unspecified 
use may only take place with permission of the Designated Individual for 
research, and once compliance has been demonstrated. 
 
The HTA Project Manager will work closely with Pathology and Research 
Leads and Laboratory Managers (as they are local gatekeepers in terms of 
the pathology and research that is conducted in the Trust and University) to 
ensure that governance procedures are adhered to once material is released 
to researchers and to identify tissue which will become subject to licensing 
following the end of an ethically approved project. The research leads and 
laboratory managers will liaise on a day-to-day basis with researchers, 
escalating issues as appropriate to the HTA Project Manager, who will report 
them to the relevant Designated Individual if required. Similarly, the HTA 
Project Manager will work closely with clinicians and theatre teams to ensure 
compliance with the HTA requirements governing tissue for therapeutic use. 
 

a. TISSUE STORAGE 
 
Frozen tissue stored for unspecified future use must be held in one of the 
storage facilities listed on the attached schedule. 
 
Under no circumstances should frozen tissue be stored for future unspecified 
use elsewhere on Trust or University property without the written consent of 
the Designated Individual. 
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Slides and blocks may be retained by individual members of staff for 
unspecified future use, only if written consent is given by the Designated 
Individual for Research, minimum governance standards are strictly adhered 
to, and they are subject to central cataloguing and tracking. Slides and blocks 
retained for teaching purposes only, are exempt from these requirements. 
 
Tissue for therapeutic use held for more than 48 hours must be stored in an 
HTA compliant facility. At present LTHT has an agreement with the NBS 
Centre Laboratory at Seacroft for such tissue to be held there on behalf of the 
Trust.  
 
Failure to follow this policy could result in the instigation of disciplinary 
procedures. 
 
b. ROLES AND RESPONSIBILITIES 
 
The Trust 
The Trust is responsible for ensuring that appropriate systems are put in place 
to ensure that removal, storage and use of human tissue and organs is 
carried out in strict accordance with the requirements of the Act.  
 
University of Leeds  
The University is responsible for ensuring that appropriate systems are put in 
place to ensure that removal, storage and use of human tissue and organs is 
carried out in strict accordance with the requirements of the Act.  The 
University of Leeds is responsible and accountable for ensuring that its staff 
work in accordance with the HTA Agreement entered into with LTHT. The 
accountable operational lead is the Head of the Academic Unit of Pathology, 
Professor Phil Quirke (Deputy: Professor Andrew Hanby), who reports in 
respect of University HTA compliance to the Dean of the Faculty of Medicine 
and Health. The Dean reports to University Council, through the University 
Secretary.  
 
Other Organisations 
If Trust or University staff work on behalf of another organisation, on their 
premises, that organisation will be responsible for licensing their activities. 
 
Accountable Officer 
The Trust Medical Director will be responsible for providing assurance to the 
Trust Board in terms of compliance with the Act. The Designated Individuals 
will report directly to this person. 
 
Director of Operations 
The Director of Operations will performance manage the implementation of 
this Policy as appropriate within Clinical Management Teams (CMTs). 
 
Pathology CMT 
The Head of Pathology will have overall responsibility and accountability for 
compliance with the Act, in respect of the Pathology License from the Human 
Tissue Authority. 
 
The Head of Pathology CMT will be responsible for ensuring that the practices 
of the CMT comply with the HTA Code of Practice on Post Mortem 
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Examination.  
 
Transplant Team 
The Transplant Team will be responsible for ensuring that all its activities 
comply with the HTA Code of Practice on the donation of organs, tissue and 
cells for transplantation. 
 
All Other CMTs That Store Human Tissue 
All CMTs that remove, store or dispose of human tissue will be responsible for 
ensuring they have systems in place to ensure they are acting in compliance 
with the HTA Code of Practice on the removal, storage and disposal of human 
organs and tissue, and the Trust’s protocol of compliance/Operating 
Procedures, including the seeking of appropriate consent and approval to 
store tissue.  Anatomy, removal, storage and disposal of human organs and 
tissue are covered by the HTA Code of Practice in anatomical examination.   
 
Where historic tissue collections are held, outwith the responsibility of an 
individual clinician, the CMT will be responsible for seeking approval from the 
DI to continue to store the tissue. 
 
HTA Advisory Group 
The HTA Advisory Group will be responsible for overseeing the mechanisms 
in place for ensuring ongoing compliance of the Trust and University with the 
Act.  
 
Designated Individual for Research 
The Designated Individual for Research will be responsible and accountable 
for compliance with the Act and maintaining appropriate License(s) from the 
Human Tissue Authority. This will include working closely with HTA Project 
Manager and overseeing their work. 
 
Designated Individual for Pathology 
The Designated Individual for Pathology will be responsible and accountable 
for compliance with the Act and maintaining appropriate License(s) from the 
Human Tissue Authority. This will include working closely with the HTA 
Project Manager and managing their work. 
 
Designated Individual for Therapeutic Use 
The Designated Individual for Therapeutic Use will be responsible and 
accountable for compliance with the Act and maintaining appropriate 
License(s) from the Human Tissue Authority. This will include working closely 
with the HTA Project Manager and overseeing their work 
 
Designated Individual for Anatomy 
The Designated Individual for Anatomy will be responsible and accountable 
for compliance with the Act and maintaining the appropriate License(s) from 
the Human Tissue Authority. 
 
Human Tissue Act Project Manager 
The HTA Project Manager will report to the Designated Individual for 
Pathology.  They will work closely with all the Designated Individuals, who will 
direct their work to ensure compliance with the Act. 
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Persons Responsible 
Persons responsible will be nominated to take responsibility within the Trust 
and University for certain aspects of compliance within their departments.  
These Persons responsible will report directly to the DIs in terms of 
compliance with the Act. 
 
For the Pathology License, these will be: 
- Laboratory manager 
- Quality manager 
- Post Mortem Room manager 
- Pathology SJUH Site manager. 
 
For the Research License, these will be the University’s technical and 
academic staff and the Trust’s laboratory managers, who will ensure that all 
tissue stored in their laboratory for future undefined use must be in 
accordance with the Protocol of Compliance. 
 
For the Anatomy License, these will be University staff involved in 
anatomical dissection and will report directly to DI for Anatomy. 
 
For the Therapeutic License, these will be a lead individual within each of 
the specialties that may retain tissue for more than 48 hours, eg.  
- Plastic surgery 
- Cardiac surgery 
- Orthopaedic surgery 
- Ophthalmic surgery 
- Liver transplant surgery 
-          Neurosurgery. 
  
Individual Members of Staff 
Individual members of staff (both Trust and University of Leeds) must ensure 
that: 
 

i) appropriate consent forms for intervention and treatment are fully 
filled in, with the Future Use of Tissue section completed in 
conjunction with the patient. 

ii) they apply to the Designated Individual for Research for permission 
prior to retaining tissue for research before ethics committee 
approval is granted, or for unspecified purposes.  Once ethics 
committee approval has expired, approval from the DI to store 
tissue will also be required. 

 
Failure to follow this policy could result in the instigation of disciplinary 
procedures. 
 

5. EQUALITY AND DIVERSITY STATEMENT 
 
The Leeds Teaching Hospitals NHS Trust and the University of Leeds are 
committed to ensuring that, as far as is reasonably practicable, the way we 
provide services to the public and the way we treat our staff reflects their 
individual needs and does not discriminate against individuals or groups on 
any grounds.   
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 Appendix A 
 

SCOPE AND REQUIREMENTS OF THE HUMAN TISSUE ACT 
 

The Act makes consent the fundamental principle underpinning the lawful retention and use 
of body parts, organs and tissue from the living or the deceased for specified health-related 
purposes and public display. It also covers the removal of such material from the deceased. 
(It does not cover removal of such material from the living - this will continue to be dealt with 
under common law.)  

The Act regulates removal, storage and use of human tissue. This is referred to in the Act as 
'relevant material' and is defined as material that has come from a human body and consists 
of, or includes, human cells. (Cell lines are excluded, as are hair and nail from living people. 
Live gametes and embryos are excluded as they are already regulated under the Human 
Fertilisation and Embryology Act 1990.)  

The Act lists the purposes for which consent is required (see Appendix B) and they are 
referred to in this document as 'scheduled purposes'. The consent required under the Act is 
called 'appropriate consent', which broadly means consent from the appropriate person, as 
identified in the Act. Penalties of up to three years' imprisonment or a fine, or both, are 
provided in the Act as a deterrent to failing to obtain or to misusing consent.  

The Act establishes a Human Tissue Authority to advise on and oversee compliance with the 
Act. The Authority will issue good practice guidance in statutory codes of practice. It will also 
license and inspect post mortem activities for hospitals and coroners, anatomical 
examinations, public display of human remains and storage of human tissue.  

The Act makes it an offence to have human tissue, which includes hair, nail and gametes in 
this context, with the intention of its DNA being analysed without the consent of the individual 
from whom the tissue came, or of those close to them if they have died. This provision 
applies UK-wide. Penalties for not obtaining consent are provided. 

The Act makes it lawful to take minimum steps and least invasive procedures to preserve the 
organs of a deceased person while consent is sought from next of kin to removing them for 
transplantation. This clarifies that procedures such as cold perfusion of organs post mortem 
are lawful.  

The Act gives specified museums in England discretionary power to move human remains 
out of their collections, if the remains are reasonably believed to be those of a person who 
died less than 100 years before the date that the relevant provision of the Act comes into 
force. This will allow the museums, for example, to return human remains to aboriginal 
groups. 

The Act provides a number of exceptions to the general rule that appropriate consent is 
required in order to store or use human tissue for scheduled purposes. See Appendix B.  
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Appendix B 
 
WHEN IS CONSENT REQUIRED? 
 
1. SCHEDULED PURPOSES 
 
Part 1: purposes generally requiring consent where the tissue is from the 
living or the deceased. 
 

i) Anatomical examination – requires witnessed consent in writing 
before death. 

ii) Determining the cause of death – except where a post-mortem is 
ordered by a coroner. 

iii) Establishing after a persons’ death the efficacy of any drug or other 
treatment administered to him – e.g. hospital post-mortem. 

iv) Obtaining scientific or medical information about a living or 
deceased person which may be relevent to any other person 
(including a future person) – e.g. genetic information. 

v) Public display – requires witnessed consent in writing before death. 
vi) Research in connection with disorders or the functoning of the 

human body. 
vii) Transplantation  - includes all bodily material such as blood, bone 

marrow, skin, tissue and organs. 
 
Part 2: purpose requiring consent where the tissue is from deceased persons 
 

viii) Clinical audit 
ix) Education or training relating to human health – including training in 

research techniques 
x) Performance assessment – e.g. testing medical devices. 
xi) Public health monitoring  
xii) Quality assurance  

 
2. EXCEPTIONS 

Existing holdings 

It will be lawful to retain and use, for scheduled purposes without consent 
(including for research and obtaining medical information), human tissue 
which is already held in storage for a scheduled purpose up to and including 
31 August 2006. The material may be from the living or the deceased.  

Storage and use of existing holdings will be subject to good practice guidance 
given in statutory codes of practice to be issued by the Human Tissue 
Authority (HTA).  

Tissue from the living 

Consent is not needed for the use of surplus or 'residual' tissue taken from 
living patients which is left over from diagnostic or surgical procedures for the 
purposes set out in Part 2 of Schedule 1. 

http://www.hta.gov.uk/aboutus/background/#note4
http://www.hta.gov.uk/aboutus/background/#note4
http://www.hta.gov.uk/aboutus/background/#note4
http://www.hta.gov.uk/aboutus/htact/#table1#table1
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Consent is not needed for the use of 'residual' tissue in research, provided 
that the research project has ethical approval, and that the researcher cannot 
identify the tissue donor and is not likely to be able to do so in the future. This 
allows for linking with medical records, provided patient-identifying information 
is not obtained. 

Application can be made to the HTA which may 'deem consent' in two 
exceptional circumstances. These relate to when it is not possible to obtain 
appropriate consent to use 'residual' tissue for the purpose of obtaining 
medical information which may be relevant to another person (usually genetic 
data to inform the healthcare of a relative): 

• where the donor cannot be traced and there is no reason to believe 
that he or she has died, has refused consent or lacks capacity; or  
   

• where the donor has not responded to repeated attempts to obtain 
consent, and there is no reason to believe that he or she has died, 
has refused consent or lacks capacity.  

Since adults lacking capacity cannot give consent on their own behalf, the Act 
provides for regulations to set out the circumstances in which consent may be 
deemed to be in place so that storage and use of their tissue may be lawful. 
These regulations will be subject to consultation and to debate in both Houses 
of Parliament. The circumstances in which consent is deemed to be in place 
are expected to be: 

• where it is in the best interests of the incapacitated person;  
   

• to allow for clinical research involving tissue from incapacitated 
persons in line with the Clinical Trials Regulations 2004; and  
   

• to allow for storage and research use of tissue from incapacitated 
persons consistent with the provisions of the Mental Capacity Bill, 
which is at present going through Parliament.  
  

Tissue from the living and the deceased 

The Act contains a power for the Secretary of State to make regulations to 
allow tissue from the living or the deceased to be used for research without 
consent. These regulations, to be made at a later date, have been provided to 
allow such use only as a last resort in cases of extreme public health 
emergency.  

Consent is not required for tissue that has been imported or comes from a 
body that has been imported, nor for tissue that is or comes from the body of 
a person who died before the consent regime is brought into force, and at 
least 100 years have passed since the date of death.  
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Local Governance Arrangements to Meet the Requirements of the Human Tissue Act 

 

 

 

 

 

  

Local HTA Advisory Group 
Chair  LTHT Medical Director  
Lead academic – Professor Phil Quirke 
Lead clinician – Ken Maclennan 
Trust R&D Director – Steve Smye 
Faculty of Medicine & Health Pro-Dean for Research – Peter Selby  
Management lead – John Sugden 
Management lead – University 
Trust and University Designated Individuals  

 
University Council 

 
Leeds Teaching Hospitals 

Trust Board 

Local HTA Working Group 
Incorporate relevant members of the Advisory Group with all clinical leads 
and academic leads of respective university departments. 

Li
ne

 M
an

ag
em

en
t  

 

 “Designated Individual(s)” for each licence, under whose supervision the 
licensed activity is authorised to be carried on, supported by a Project 
Manager. 

Accountable Officer 
Medical Director

Accountable Officer Dean of 
Faculty of Medicine and Health

University 
Secretary

Accountable 
for actions of 

Trust staff 

Individual staff members accountable for their own actions: seeking 
appropriate consent, approval to store tissues and following codes of 

practice. 

Persons responsible to the DIs for specific areas of responsibility 

Accountable 
for actions of 

University 
staff, and 

compliance 
with the 

Tissue Bank 
Formal 

Agreement 

(For A
natom

y D
I)
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Schedule 

 

Schedule of Authorised Storage Facilities for Frozen Tissue 
for unspecified Future Use. 

 

To be developed 
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